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DEPARTMENT  OF  HEALTH, 
EDUCATION.  AND  WELFARE 

Public  Health  Service 
42  CFR  Parts  122  and  123 

Health  Systems  Agency  and  State 
Agency  Reviews  of  the 
Appropriateness  of  Existing 
Institutional  Health  Services 

agency:  Public  Health  Service,  HEW. 
ACTION:  Final  regulations. 

summary:  These  regulations  set  forth 
the  requirements  for  the  review  of  the 
appropriateness  of  existing  institutional 
health  services  by  health  systems 
agencies  (Part  122,  Subpart  F]  and  State 
health  planning  and  development 
agencies  (Part  123,  Subpart  G).  These 
reviews  are  required  by  sections  1513(g] 
and  1523(a)(6)  of  the  Public  Health 
Service  Act  and  are  intended  to  result  in 
careful  reviews  by  these  agencies  of  all 
existing  institutional  health  services, 
public  findings  as  to  the  appropriateness 
of  each  service,  and  recommendations 
for  remedial  action  when  a  service  is 
found  inappropriate. 

EFFECTIVE  DATE:  December  11, 1979. 

FOR  FURTHER  INFORMATION  CONTACT: 
Colin  C.  Rorrie,  Jr.,  Ph.D.,  Acting 
Director,  Bureau  of  Health  Planning. 
Center  Building.  Room  6-22,  3700  East- 
West  Highway,  Hyattsville,  Maryland 
20782,  (301)  436-6850. 

SUPPLEMENTARY  INFORMATION:  On  May 
16. 1978.  a  Notice  of  Proposed 
Rulemaking  (NPRM)  was  published  in 
the  Federal  Register  (43  FR  21274-82), 
proposing  to  amend  42  CFR  Part  122  and 
42  CFR  Part  123.  That  Notice  set  forth 
proposed  regulations  governing  health 
systems  agency  and  State  health 
planning  and  development  agency 
reviews  of  the  appropriateness  of 
existing  institutional  health  services. 
These  reviews  are  required  by  sections 
1513(g)  and  1523(a)(6)  of  the  Public 
Health  Service  Act  and  are  intended  to 
result  in  careful  reviews  by  these 
agencies  of  all  existing  institutional 
health  services,  public  findings  as  to  the 
appropriateness  of  each  service,  and 
recommendations  for  remedial  action 
when  a  service  is  found  inappropriate. 
Interested  persons  were  invited  to 
submit  written  comments,  suggestions, 
or  objections  on  or  before  June  30, 1978. 
Because  of  the  interest  raised  by  the 
proposed  rules  and  numerous  requests 
to  allow  more  time  for  review,  the* 
comment  period  was  reopened  on 
August  1, 1978,  for  an  additional  30 
days.  By  the  August  31  deadline,  a  total 
of  216  comments  were  received.  All 
comments  were  considered  in 
developing  these  final  regulations. 


These  regulations  include  several 
changes  based  on  the  Health  Planning 
and  Resources  Development 
Amendments  of  1979  (Pub.  L.  96-79). 
There  are  a  number  of  technical  changes 
regarding  reviews  of  HMO  services 
based  on  a  revised  definition  of 
“institutional  health  services,”  and 
changes  to  the  review  criteria  at 
§  122.607.  Changes  to  the  required 
review  procedures  resulting  from  the 
amendments  are  not  being  made  at  this 
time.  Planning  agencies  are  to  use  the 
procedures  prescribed  in  these 
regulations,  which  reflect  the  Act  prior 
to  the  amendments.  The  Secretary  will 
issue  proposed  regulations  for  the 
necessary  revisions  to  procedures  in  the 
near  future.  Furthermore,  the  Secretary 
wishes  to  point  out  that  other  changes  in 
appropriateness  reviews  required  by  the 
amendments  are  effective  one  year  from 
the  enactment  of  the  amendments; 
proposed  regulations  or  guidance,  as 
required,  will  be  issued  before  that  time. 

Because  of  the  similarity  in  the 
content  and  structure  of  Subpart  F,  Part 
122,  and  Subpart  G,  Part  123,  many 
individual  comments  addressed  points 
included  in  both  subparts  or  raised 
questions  regarding  aspects  of  one 
subpart  whi^  a^ect  aspects  of  the 
other.  This  Preamble  is  organized  to 
reflect  this  parallel  structure.  The  first 
part  of  the  ^eamble  includes  general 
comments  and  those  speciHc  comments 
which  are  not  readily  encompassed  in 
the  discussion  of  the  particular  sections. 
The  second  part  includes  comments 
specific  to  particular  sections  of  the 
proposed  regulation.  The  comments 
received,  the  Department's  responses, 
and  the  changes  that  have  been  made  in 
the  regulations  are  discussed  below. 

Comments  of  a  General  Nature 

Many  commenters  objected  to  the 
implication  that  appropriateness 
reviews  may  serve  a  regulatory  function. 
Some  maintained  that  any  sanctions 
imposed  as  a  result  of  State  health 
planning  and  development  agency 
("State  Agency”)  findings  would  be 
counter  to  Congressional  intent,  and 
should  be  prohibited.  Others  expressed 
concern  that  a  finding  of 
inappropriateness  would  amount  to  an 
implicit  sanction,  creating  financial 
hardships  for  many  providers.  One 
commenter  felt  that  since 
appropriateness  reviews  are  very 
similar  to  reviews  of  new  institutional 
health  services,  providers  might  assume 
that  the  same  sanctions  apply. 

On  the  other  hand,  several 
commenters  felt  that  without  sanctions, 
appropriateness  reviews  would  have 
only  limited  impact,  because  agencies 


would  not  be  able  to  enforce 
recommendations  for  remedial  action. 

To  clarify  this  issue,  the  Secretary 
calls  attention  to  the  evolution  of  the 
concept  of  appropriateness  review  as 
reflected  in  the  legislative  history  of 
Pub.  L.  93-641  which  enacted  Title  XV  of 
the  Act.  The  function  of  periodically 
reviewing  existing  institutional  health 
services  developed  from  a  review 
combined  with  recertification  authority, 
to  a  periodic  determination  as  to  the 
continuing  need  for  a  service  (with 
sanctions  not  required),  to  the  present 
requirement  for  periodic  reviews  of 
services  as  to  their  "appropriateness.” 
While  the  required  application  of 
sanctions  was  dropped  as  the  legislation 
evolved,  there  is  no  indication  that 
Congress  wished  to  prohibit  agencies 
from  considering  sanctions.  In  fact,  as 
stated  in  the  Report  of  the  House 
Committee  on  Interstate  and  Foreign 
Commerce  on  this  legislation: 

The  Committee  has  not  required  any 
sanction  related  to  these  reviews  which 
would  require  that  unneeded  existing 
institutional  health  services  be  eliminated  or 
closed.  However,  were  a  State  to  decide  on 
its  own  initiative  to  create  such  a  sanction 
the  Committee  would  of  course  have  no 
objection  to  this.  The  Committee  did  indicate 
its  intent  to  consider  requiring  such  a 
sanction  at  a  later  date.  (H.R.  Rep.  No.  93- 
1382,  93d  Cong.  2d  Sess.,  Sept.  26. 1974.  p.  79.) 

Thus,  the  intent  of  Congress  with 
respect  to  sanctions  based  on  these 
reviews  is  clear:  Sanctions  are  not 
required,  but  neither  are  they  prohibited. 
Accordingly,  the  Secretary  is  not 
requiring  the  imposition  of  sanctions 
based  on  State  Agency  Hndings  from  an 
appropriateness  review,  nor  is  he 
prohibiting  sanctions.  He  expects, 
however,  that  planning  agencies  will  be 
extremely  cautious  in  considering  them. 

The  Secretary  is  concerned  that  there 
has  been  too  much  emphasis  on  the 
possible  negative  outcomes  of 
appropriateness  reviews.  He  sees  these 
reviews  as  an  excellent  and  exciting 
opportunity  for  providers  and  health 
planners  to  assess  cooperatively  the 
current  health  system  and  to  make 
changes  that  can  benefit  the  community. 
These  reviews  should  not  only  address 
areas  of  excess  and  duplication  but 
should  also  identify  areas  needing 
additional  or  improved  services. 

Several  commenters  felt  that  planning 
agencies  would  react  in  an  arbitrary  and 
capricious  manner  to  a  finding  of 
inappropriateness.  The  Secretary  points 
out  that  criteria  developed  with  public 
input  are  used  in  making 
appropriateness  review 
recommendations  and  findings  and  that 
these  regulations  contain  procedural 
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safeguards  which  should  help  ensure  an 
open  and  fair  process. 

Many  comraenters  endorsed  either 
linking  appropriateness  reviews  to,  or 
having  these  reviews  replace,  other 
project  reviews,  such  as  certificate  of 
need  reviews.  The  nature  of 
appropriateness  reviews  differs  from  the 
other  project  reviews  in  that  it  is 
initiated  by  the  planning  agencies  and 
may  involve  a  service  as  it  is  provided 
in  a  number  of  facilities.  In  addition, 
appropriateness  reviews  are  concerned 
only  with  existing  institutional  health 
services,  whereas  certificate  of  need 
reviews  are  concerned  with  proposed 
new  institutional  health  services. 
Consequently,  it  may  be  overly 
burdensome  to  require  the  integration  or 
coordination  of  reviews,  and  the 
Secretary  has  chosen  not  to  require  it. 
Nevertheless,  where  the  regulatory  and 
statutory  provisions  are  satisfied,  he 
would  not  object  to  having  one  review 
serve  more  than  ope  purpose.  The 
Secretary  agrees  with  the  commenter 
who  suggested  that  the  procedures  and 
criteria  developed  for  the  various  types 
of  reviews  should  be  largely  in 
agreement,  and,  to  the  extent  feasible, 
the  same.  He  has  therefore  specified, 
where  appropriate,  minimal  procedural 
requirements  and  considerations  for 
criteria  which  are  similar  to  those 
required  for  other  types  of  reviews. 

Several  commenters  objected  to  or 
asked  for  clarification  of  the  phrase  in 
the  Preamble  of  the  NPRM  which' 
indicated  that  appropriateness  reviews 
“bridge  the  gap  between  planning  and 
regulation.”  HSAs  have  no  formal 
regulatory  authority.  Their 
responsibilities  are  limited  in  reviews  of 
both  proposed  and  existing  institutional 
health  services  to  making 
recommendations  to  the  appropriate 
State  Agency,  which  is  then  authorized 
to  issue  a  certificate  of  need  or  make  a 
finding,  depending  on  the  review 
performed.  Because  of  the  Act's 
emphasis  on  and  the  Secretary's 
endorsement  of  locally  based  health 
planning,  it  is  expected  that  State 
Agency  determinations  will  conform  in 
most  cases  to  the  HSA's 
recommendations.  These  regulations 
therefore  require  the  State  Agency  to 
justify  any  finding  which  is  inconsistent 
with  an  HSA's  recommendation,  and 
enable  the  HSA  to  appeal  any  such 
State  Agency  finding. 

Appropriateness  reviews  can  be  a 
valuable  and  logical  extension  of  the 
health  planning  process.  Through  the 
process  of  using  health  plans  as  the 
basis  for  regulatory  decisions,  and  using 
the  results  of  reviews  to  aid  in  the 
development  of  better  plans,  planning 


agencies  will  have  two  effective  tools, 
each  complementing  the  other,  for 
having  a  positive  influence  on  the  health 
care  system.  This  process  of  adjustment 
and  modification  can  be  as  effective  in 
reviews  of  existing  services,  even 
without  explicit  sanctions,  as  are 
reviews  of  new  services  with  sanctions. 

The  Secretary  noted  in  the  Preamble 
to  the  proposed  rules  that  he  was 
concerned  that  the  appropriateness 
review  workload  was  “potentially 
enormous”  and  that  therefore  he  was 
proposing  regulations  which  would 
“permit  the  gradual  assumption  of  this 
function  in  accordance  with  agency 
capabilities.”  Commenters  suggested 
that  this  be  accomplished  in  the 
following  ways:  (1)  To  allow  HSAs  more 
than  three  years  after  full  designation  to 
complete  their  reviews:  (2)  not  require 
all  existing  institutional  health  services 
to  be  reviewed  in  three  years;  and  (3) 
exclude  some  HSAs,  e.g.,  minimally 
funded  agencies,  from  the  three  year 
requirement.  The  Secretary  is  unable  to 
accept  any  of  these  recommendations 
because  the  Act  requires  that  HSAs 
complete  appropriateness  reviews  of  all 
existing  institutional  health  services 
within  three  years  of  their  initial  full 
designation. 

To  assist  agencies,  the  Department 
has  issued  technical  assistance 
documents  on  conducting 
appropriateness  reviews,  including 
recommended  criteria  and  procedures 
for  these  reviews.  These  documents  are 
available  from  the  National  Health 
Planning  Information  Center,  3700  East- 
West  Highway,  Hyattsville,  Maryland 
20782.  In  addition,  the  Department  will 
issue  further  guidance  on  the 
development  of  these  reviews,  including 
recommendations  on  how 
appropriateness  reviews  of  some 
institutional  services  may  be  conducted 
in  more  detail  than  those  of  other 
services.  The  Secretary  understands  the 
need  to  emphasize  appropriateness 
reviews  of  acute  care  services,  given  the 
general  excess  of  hospital  beds  in  this 
country  and  the  proliferation  of 
expensive  medical  equipment.  This 
approach  is  consistent  with  the  resource 
standards  of  the  National  Guidelines  for 
Health  Planning  issued  on  March  28, 
1978.  (See  43  FR  13040-13050). 

One  commenter  noted  that  HSAs  are 
being  asked  to  assume  other  new 
responsibilities,  such  as  the  review  of 
proposed  uses  of  certain  Federal  funds, 
at  the  same  time  as  appropriateness 
reviews  and  was  concerned  that  the 
possibility  of  funding  cutbacks  might 
further  lessen  the  capability  of  HSAs  to 
perform  reviews.  HSAs  have  known  for 
some  time  that  both  of  these  functions 


must  be  performed,  and  many  HSAs 
have  begun  preparations  for  them.  In 
addition,  the  conduct  of  appropriateness 
reviews  is  a  statutory  requirement:  thus, 
the  Secretary  has  no  authority  to  delete 
it.  The  Secretary  also  notes  that 
appropriation  levels  for  the  HSAs  have 
risen  in  the  last  few  years  and  he  does 
not  expect  them  to  be  reduced. 

Several  commenters  noted  the 
problems  the  HSAs  have  experienced  in 
completing  acceptable  Health  Systems 
Plans  (“HSPs”)  and  wondered  how  it  is 
reasonable  to  expect  such  agencies  to 
succeed  in  accomplishing  quality 
appropriateness  reviews.  The  Report  of 
the  House  Committee  on  Interstate  and 
Foreign  Commerce  (H.R.  Rep.  No.  93- 
1382,  cited  above,  at  p.  65]  that 
accompanied  the  National  Health 
Planning  and  Resources  Development 
Act  of  1974  noted  that,  “Good  planning 
cannot  be  accomplished  without  an 
analysis  of  community  needs,  and  how 
what  it  has  already  compares  with  those 
needs  *  *  *  either  excesses  or 
deficiencies  *  *  *”  The  Secretary  sees 
the  appropriateness  review  function  as 
integrally  tied  to  the  plan  development 
function  of  each  HSA.  As  the  HSPs  and 
Annual  Implementation  Plans  (“AIPs”) 
described  more  specifically  resource 
needs  and  deficiencies,  appropriateness 
reviews  will  become  less  burdensome. 
Departmental  staff  have  noted  that  a 
number  of  initial  HSPs  have 
incorporated  appropriateness  reviews  of 
some  institutional  health  services. 

One  commenter  recommended  that 
the  work  program  require  specific 
information  on  the  budget  and  staff 
resources  to  be  used  for  appropriateness 
reviews.  While  the  Secretary  intends  to 
monitor  carefully  the  use  of  resources 
for  this  function,  he  feels  that  such  a 
requirement  would  constitute 
overregulation  of  HSAs. 

Some  commenters  were  concerned 
about  the  apparent  lack  of  experience  of 
health  planners  in  the  delivery  of  health 
services,  and  the  lack  of  information 
available  to  make  reasoned  judgments 
in  areas  such  as  pediatric  services.  The 
Secretary  believes  that  judgments  can 
be  made  by  those  who  have  not  directly 
participated  in  the  delivery  of  a  service. 
In  addition,  providers  of  services  and 
consumers  are  on  project  review  and 
plan  development  committees  of  most 
HSAs.  The  Secretary  believes  that  the 
professional  expertise  present  in  these 
committees  will  benefit  the 
appropriateness  review  process. 
Additionally,  appropriateness  reviews, 
as  well  as  other  HSA  activities,  are 
conducted  through  a  process  in  which 
the  public,  including  health  providers,  is 
invited  to  participate.  The  Department 
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has  issued  detailed  guidelines  on  the 
acquisition,  analysis,  use  and 
development  of  data  for  health  planning. 
The  Secretary  believes,  therefore,  that 
with  consumer  and  provider 
involvement  and  with  technical 
assistance  from  the  Department, 
planning  agencies  can  make  fair  and 
technically  accurate  fmdings  on  the 
appropriateness  of  services. 

Many  comments  addressed  the  impact 
of  appropriateness  review  on  the 
providers  of  institutional  health 
services.  One  commenter  was 
concerned  about  the  impact  of  reviews 
on  the  ability  of  providers  to  plan  long 
term  capital  investments  which  might  be 
judged  inappropriate  over  the  short 
range.  This  concern  had  been  brought  to 
the  attention  of  Congress  during 
hearings  on  the  bills  which  were  to 
become  Pub.  L  93-641,  and  to  the 
attention  of  the  Department  during  the 
initial  phases  of  developing  these 
regulations.  While  the  ^cretary 
understands  this  concern,  there  is  a 
statutory  mandate  for  the  conduct  of 
these  reviews.  The  Secretary  encourages 
State  Agencies,  HSAs,  and  providers  of 
institutional  health  services  to  work 
together  in  plaiming  new  services  and 
the  expansion  of  existing  institutional 
health  services  to  assure  that  they  are 
needed  by  the  residents  of  the  health 
service  area  and  the  State  and  that  they 
will  be  appropriate  over  the  short  range 
or  immediate  planning  horizon.  This 
does  not  guarantee  that  the  emergence 
of  new  technology  or  unforeseen 
changes  in  demographics  will  not  cause 
the  service  to  be  inappropriate  at  some 
future  date. 

Several  commenters  expressed 
concern  that  findings  of 
inappropriateness  would  deter 
institutions  from  expanding. 
Appropriateness  reviews  are  not 
intended  to  duplicate  the  activities  of 
existing  licensing  and  accreditation 
organizations.  If  a  determination  is 
made  that  the  provision  of  that  service 
is  inappropriate  for  a  particular 
institution,  it  might  be  inconsistent  to 
grant  a  certificate  of  need  or  approve 
reimbursement  under  section  1122  of  the 
Social  Security  Act,  so  as  to  permit  the 
expansion  of  the  inappropriate  service. 
Other  services  could,  of  course,  be 
expanded  in  accordance  with  the  State’s 
certificate  of  need  program  and  section 
1122  agreement  with  the  Secretary. 

Another  commenter  expressed 
concern  that  rate  setters  and  third  party 
reimbursers  may  use  appropriateness 
review  findings  in  making 
reimbursement  decisions.  Realizing  the 
impact  of  these  sanctions  on  providers, 
she  urges  providers,  planners,  and  third 


party  payors  to  work  together  to  correct 
any  situation  found  inappropriate. 

One  commenter  expressed  concern 
that  appropriateness  review  would  have 
a  negative  impact  on  the  long-term  care 
industry.  The  Secretary  does  not 
anticipate  that  appropriateness  review 
will  have  a  negative  impact  on  any 
particular  segment  of  the  health  care 
industry. 

Numerous  comments  addressed  the 
impact  on  providers  of  submitting  data 
to  State  Agencies  and  HSAs  for 
appropriateness  reviews.  To  avoid 
duplication,  these  suggestions,  while  of 
general  applicability,  are  discussed 
below  in  the  specific  section  dealing 
with  data  (§  123.603(c)). 

Comments  on  Specific  Portions  of  the 
Regulations 

Sections  122.501  and  123.601  Definitions 

These  sections  include  definitions  of 
appropriateness,  areawide  reviews  and 
the  services  which  are  to  be  covered  by 
appropriateness  reviews.  The  comments 
on  these  sections  were  quite  extensive 
and  tended  to  fall  into  three  categories: 
those  which  (1)  requested  further 
clarification  of  “appropriateness 
review”;  (2)  asked  for  clarification  of  the 
term  “areawide”;  and  (3)  questioned  the 
definition  of  “existing  institutional 
health  services.” 

With  respect  to  the  proposed 
definition  of  “appropriateness,”  a  few 
commenters  believed  that  HSAs  should 
be  allowed  to  define  appropriateness, 
although  the  vast  majority  felt  that  the 
regulations  should  define 
appropriateness  more  completely  and 
specifically  to  prevent  arbitrary  and 
capricious  decisions  by  local  planning 
agencies.  A  few  commenters  suggested 
that  “appropriateness"  could  be 
clarified  by  describing  in  greater  detail 
the  six  characteristics  agencies  are  to 
consider  in  developing  criteria,  i.e., 
availability,  accessibility,  acceptability, 
continuity,  cost,  and  quality.  Another 
commenter  felt  the  need  for  elaboration 
on  how  planning  agencies  should  weigh 
each  of  these  six  characteristics  in 
making  the  “appropriateness” 
determinations.  Finally,  one  commenter 
asked  whether  the  certificate  of  need 
criteria  (42  CFR  123.409)  should  be' 
applied  in  the  appropriateness  review 
process. 

The  Secretary  believes  that  it  is  of 
paramount  importance  to  retain 
considerable  flexibility  in  the  way  HSAs 
and  State  Agencies  are  able  to  conduct 
reviews  and  to  relate  these  reviews  to 
their  other  health  planning 
responsibilities.  Therefore,  the  proposed 
rules  set  forth  only  those  minimal 
requirements  which  the  Secretary 


considers  necessary  to  achieve 
compliance  with  the  statute  and  to 
insure  an  adequate  level  of  coordination 
between  HSAs  and  State  Agencies. 
Appropriateness  review  is  not  only  a 
logical  outgrowth  of  the  plan 
development  process,  but  also  it  clearly 
has  a  regulatory  aspect  to  it  in  that  in  all 
likelihood  appropriateness  review 
findings  will  influence  other  project 
review  decisions. 

Thus,  the  Secretary  feel?  that  further 
clarification  of  the  term 
"appropriateness”  is  not  desirable.  The 
Guidelines  for  the  Development  of  HSPs 
and  AIPs,  as  well  as  other  technical 
assistance  materials,  provide  additional 
guidance  on  what  agencies  should 
consider  within  the  six  categories. 

With  respect  to  the  definition  of  the 
term  “areawide  review,”  one  commenter 
suggested  that  the  definition  be 
expanded  to  include  contiguous  areas, 
particularly  in  large  metropolitan 
centers.  The  Secretary  believes  that 
while  expanded  areawide  reviews  may 
be  desirable,  they  should  not  be 
required  by  regulation,  since  they  would 
require  local  planning  agencies  to 
conduct  reviews  in  areas  outside  of  their 
jurisdiction.  The  Secretary  strongly 
recommends,  however,  that  HSAs 
governing  contiguous  areas  with 
overlapping  institutional  service  areas 
develop  mechanisms  for  sharing 
information  about  institutions  and 
services  as  part  of  an  appropriateness 
review.  He  also  calls  attention  to 
§  123.607(a)(7),  which  requires  that 
consideration  be  given  to  the  special 
needs  and  circumstances  of  those 
entities  which  provide  a  substantial 
portion  of  their  services  to  individuals 
who  do  not  reside  in  the  health  service 
area. 

A  second  respondent  requested  that  it 
be  made  clear  that  the  planning 
agencies  in  conducting  areawide 
reviews  are  not  precluded  from 
reviewing  services  on  the  basis  of  areas 
which  are  smaller  or  larger  than  an 
HSA’s  health  service  area.  The 
Secretary  notes  that  there  may  be 
circumstances  where  larger  or  smaller 
areas  are  proper,  depending  on 
institutional  service  areas,  service  areas 
for  types  of  services  (especially  tertiary 
care  services),  and  available  data. 
Because  of  the  wide  local  variations  in 
these  matters,  the  Secretary  does  not 
prescribe  any  one  approach  in 
regulation,  believing  they  can  best  be 
addressed  by  specification  of  service 
and  planning  areas  in  HSPs  and  AIPs 
and  by  agency  adoption  of  review 
criteria  which  address  service  area 
differences. 

Finally,  several  commenters  asked  for 
clarification  of  the  relationship  between 
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areawide  reviews  and  institution- 
speciHc  reviews.  One  commenter 
suggested  that  the  term  “institution* 
service-specihc  reviews”  be  used  to 
emphasize  that  the  review  is  directed 
toward  the  service,  and  not  the 
institution.  The  Secretary  wishes  to 
emphasize  that  the  distinction  between 
areawide  reviews  and  institution- 
specific  reviews  was  to  be  the  nature  of 
the  findings,  and  not  necessarily  the 
techniques  of  analysis  or  data 
requirements  for  performing  the  reviews. 
For  that  reason,  the  term  “institution- 
specific  reviews”  has  been  deleted  as 
misleading,  and  the  description  of  the 
two  types  of  Hndings  which  may  result 
are  dealt  with  in  the  definition  of 
“areawide  reviews.”  Comments  on 
required  levels  of  review  are  discussed 
in  this  Preamble  under  §  122.503  and 
§  123.603,  “Appropriateness  review 
work  program. " 

Other  comments  questioned  the 
definition  of  the  phrase  “existing 
institutional  health  services”  or  asked 
that  the  definition  be  expanded  to 
include  services  provided  through 
community  mental  health  centers,  home 
health  agencies,  and  alcohol  and  drug 
abuse  treatment  centers.  Tfie  NPRM 
incorporated  by  reference  the  definition 
of  institutional  health  services  as  it 
appears  in  the  regulations  governing 
reviews  of  new  institutional  health 
services  (42  CFR  122.301].  This  definition 
includes  services  provided  by  HMOs 
and  other  health  care  facilities.  The 
Amendments  to  the  Health  Planning  Act 
contain  a  new  definition  of  institutional 
health  services  which  was  effective  on 
enactment  and  is  included  in  these 
regulations.  The  statute  now  specifies 
that  the  services  required  to  be 
reviewed  include,  at  a  minimum,  those 
provided  through  private  and  public 
hospitals,  rehabilitation  facilities,  and 
nursing  homes,  but  that  the  Secretary 
may,  by  regulation,  include  other 
facilities.  The  Secretary  has  chosen  not 
to  expand  the  regulatory  definition  at 
this  time.  Rather,  he  will  explore  issues 
related  to  coverage  in  the  proposed 
revisions  to  the  certificate  of  need 
regulations  which  will  be  issued  in  the 
near  future.  At  that  time,  the 
Department  will  entertain  comments  on 
whether  “institutional  health  services” 
should  be  limited  to  facilities  identified 
in  the  statute  or  whether  coverage 
should  be  broader.  In  the  interim,  the 
Secretary  encourages  agencies  to  review 
all  health  services  regardless  of  their 
setting  and  expects  that  any  health 
services  not  reviewed  will  be  addressed 
in  the  agencies'  plan  development 
activities,  since  they  are  part  of  the 
community's  health  system. 


Sections  122.501  and  123.601  have 
been  revised  to  include  among  the 
“existing  institutional  health  services” 
which  are  subject  to  review,  those 
services  which  will  be  offered  during  the 
12  months  following  an  appropriateness 
review.  This  will  result  in  more 
complete  appropriateness  reviews. 

Numerous  commenters  questioned 
whether  the  term  “all  existing  health 
services”  includes  services  provided 
through  Federal  health  institutions. 

Many  argued  that  the  exclusion  from 
review  of  Federal  facilities  (Veterans 
Administration,  the  Public  Health 
Service,  Department  of  Defense,  and 
Indian  Health  Service  hospitals)  would 
present  a  less  accurate  view  of  the 
health  care  system's  characteristics.  The 
Secretary  feels  that  a  thorough  review  of 
the  health  care  delivery  system  requires 
a  review  of  the  availability  of  Federal 
services  to  any  population  group  which 
also  is  served  by  non-Federal  services, 
and  consideration  of  the  impact  of 
Federal  services  on  the  non-Federal 
system.  Accordingly,  the  Secretary  has 
chosen  to  submit  services  provided 
through  the  nine  Public  Health  Service 
Hospitals  to  appropriateness  reviews  as 
well  as  other  reviews.  Departmental 
staff  are  working  with  other  Federal 
agencies  to  encourage  them  to  share 
data  and  plans  with  HSAs  and  SHPDAs. 
The  Secretary  notes,  however,  that 
States  may  not  regulate  Federal 
facilities,  and  that  any  regulation  which 
States  might  choose  to  attach  to 
appropriateness  reviews  would  not 
apply  to  Federal  facilities,  and  that  any 
findings  of  inappropriateness  would 
have  the  effect  only  of 
recommendations.  Nonetheless,  the 
Department  will  be  encouraging  the 
Federal  facilities  to  cooperate  with 
HSAs  and  State  Agencies  in  supplying 
necessary  operating  data  and  statistics 
which  are  relevant  in  the  review  of  the 
appropriateness  of  services. 

Several  commenters  suggested  that 
the  review  for  appropriateness  should 
include  high  cost  services  which  are 
provided  outside  of  institutions  subject 
to  review  but  which  are  made  available 
to  patients  of  these  institutions  (e.g.,  CT 
scanners  located  in  physicians'  offices). 
The  Secretary  agrees  that  agencies 
should  attempt  to  review  all  existing 
institutional  health  services  regardless 
of  the  settings  in  which  they  are  located. 
He  points  out  that  the  definition  of 
“institutional  health  services”  at  Section 
1531(5)  of  the  Act  includes  health 
services  provided  through  covered 
facilities,  and  that  this  provides  a  basis 
for  review  of  some  of  these  services. 

A  number  of  commenters  suggested 
that  in  order  to  avoid  confusion  between 


planning  agencies  and  providers,  the 
terms  “affected  persons,"  and  “directly 
affected  persons,"  should  be  defined  by 
the  Secretary.  The  Secretary  notes  that 
the  proposed  rules  deHned  these  terms 
by  reference  to  Subpart  D  of  42  CFR  Part 
122  and  Subpart  E  of  42  CFR  Part  123. 
However,  because  these  terms  as 
referenced  are  not  entirely  applicable  to 
appropriateness  reviews,  (i.e., 
references  are  to  “proposals"),  they 
have  been  modified  and  placed  in  these 
regulations  at  §  122.505(a)(1)  and 
§  123.605(a)(1).  Furthermore,  since  the 
distinction  between  “affected  persons” 
and  “directly  affected  persons”  is  a 
small  one  and  has  little  substantive 
impact  on  the  conduct  of 
appropriateness  reviews,  the  term 
“affected  persons”  has  been  used  for 
both  categories. 

Sections  122.503  and  122.603 
Appropriateness  Review  Work  Program 

Sections  122.503  and  122.603  require 
HSAs  and  State  Agencies  to  submit 
annual  work  programs  to  the  Secretary 
which  describe  their  plans  for  assuming 
the  appropriateness  review  function  and 
for  performing  appropriateness  reviews 
on  a  continuing  basis. 

In  order  to  address  fully  the  issues 
raised,  the  comments  received  on  these 
sections  have  been  divided  into  six 
separate  categories,  as  follows:  (1)  The 
coordination  of  the  reviews  between 
State  Agencies  and  HSAs:  (2)  the  timing 
and  criteria  for  Departmental  review;  (3) 
the  role  of  the  State  Agencies  as  to 
definitions,  priorities  and  schedules;  (4) 
the  collection,  transfer,  and  use  of  data; 
(5)  the  initiation  of  reviews;  and  (6)  the 
level  of  reviews. 

Coordination 

Some  commenters  felt  that  the  amount 
of  coordination  required  by  this 
regulation  is  excessive  and  will  tend  to 
hamper  the  expeditious  development  of 
a  satisfactory  program  for  performing 
appropriateness  reviews.  However, 
others  suggested  that  additional 
coordination  is  necessary,  including 
coordination  with  contiguous  HSAs  and 
with  HSAs  sharing  common  standard 
metropolitan  statistical  areas.  And 
finally,  a  number  of  commenters 
suggested  that  a  greater  degree  of 
coordination  ought  to  be  specified  with 
provider  groups  in  the  health  service 
areas  involved. 

The  Secretary  concurs  that  the 
additional  coordination  suggested  would 
be  of  value  in  many  instances.  However, 
he  believes  that  it  is  unnecessary  to 
require  this  by  regulation  inasmuch  as 
coordination  between  contiguous  HSAs 
and  HSAs  sharing  standard 
metropolitan  statistical  areas  has  been 
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dealt  with  in  other  regulations  (at  42 
CFR  122.107(c)(10).  (11).  and  (12))  and 
Health  Systems  Agency  Application 
Guidelines  previously  issued  by  the 
Department  (November  1978)  which 
apply  to  appropriateness  review  as  well 
as  to  other  agency  functions. 

One  respondent  asked  how  the  State 
Agency  should  handle  appropriateness 
review  until  all  of  the  HSAs  in  the  State 
are  conducting  appropriateness  reviews. 
The  Secretary  recognizes  that  agencies 
will  be  developing  their  capabilities  to 
conduct  appropriateness  reviews  at 
different  rates,  and  the  local 
circumstances  will  require  different 
strategies  on  the  part  of  State  Agencies 
which  intend  to  proceed  in  the  absence 
of  recommendations  from  all  HSAs  in 
the  State.  There  is  no  single  answer  to 
this  question,  and  the  actual  response  of 
State  agencies  to  their  situations  rests 
with  them:  however,  the  Secretary  does 
suggest  that  State  Agencies  review 
carefully  their  proposed  strategies  with 
members  of  the  public,  with  their 
Statewide  Health  Coordinating  Councils 
(SHCCs).  and  with  all  HSAs  in  the  State 
regardless  of  whether  those  HSAs  are 
able  to  assist  them  in  appropriateness 
review  at  the  time.  Once  a  newly 
capable  HSA  is  prepared  to  make  its 
recommendations,  the  State  agency 
should  be  willing  to  reevaluate  any  of  its 
own  previous  findings  and  conclusions. 
Since  appropriateness  reviews  are 
meant  to  be  repeated  every  five  years  at 
the  State  level,  and  appropriateness 
review  findings  must  be  reconsidered 
when  good  cause  is  showm,  both  State 
Agencies  and  providers  should  be 
prepared  to  respond  more  than  once  to 
the  same  issue.  The  ability  to  reevaluate 
the  appropriateness  of  any  existing 
institutional  health  service  in  response 
to  system  changes  should  become  an 
integral  part  of  HSA  and  State  Agency 
programs. 

A  commenter  was  concerned  about 
the  duplication  of  HSA  and  State 
Agency  staff  and  volunteer  time  and 
suggested  that  whenever  possible,  one 
agency  should  take  primary 
responsibility.  The  Secretary  agrees  that 
wherever  feasible  the  planning  agencies 
ought  to  assist  one  another  in 
performing  their  respective  functions, 
and  that  if  arrangements  can  be  made 
which  satisfy  the  agencies  involved, 
stafi  and  volunteer  time  can  be  applied 
to  reviews  in  a  fashion  which  reflects 
State  and  local  circumstances.  He  notes, 
however,  that  each  agency  must  always 
retain  its  prerogative  to  reach  its  own 
conclusion. 


Departmental  Review — Timing  and 
Criteria 

One  respondent  questioned  how  the 
Department  would  judge  the  capability 
of  agencies  to  carry  out  appropriateness 
review  solely  on  the  basis  of  their  work 
programs.  The  Department’s  judgment 
will  be  made  on  the  basis  of  many 
factors,  such  as  their  performance  in 
other  activities,  in  addition  to  the 
quality  of  agency  work  programs. 
Agencies  which  have  shown  that  they 
are  capable  of  carrying  out  an  approved 
work  program  will  find  the  Department 
willing  to  accept  that  past  performance 
in  combination  with  a  satisfactory 
appropriateness  review  work  program 
as  sufficient  evidence  of  their  ability  to 
do  these  reviews.  Agencies  whose  past 
performance  indicates  that  they 
fi'equently  miss  deadlines  or  fail  to 
achieve  adequate  quality  in  essential 
actions  will  find  that  the  Department 
requires  evidence  more  convincing  then 
a  minimially  satisfactory  work  program. 

It  was  suggested  that  the  regulations 
specify  when  agencies  will  be  required 
to  submit  their  work  programs  to  the 
Department  and  that  the  agencies 
should  be  required  to  publish  their 
appropriateness  review  work  program  in 
advance  to  obtain  public  comment.  The 
Secretary  agrees  in  general  that  greater 
public  involvement  at  this  point  is 
warranted.  In  the  NPRM  neither  HSA 
amendments  to  their  work  programs  (for 
the  performance  of  appropriateness 
reviews)  nor  State  Agency  changes  to 
thp  State  Administrative  program  were 
required  to  be  subjected  to  public 
scrutiny  prior  to  their  adoption.  The  lack 
of  a  requirement  for  advance  public 
comment  on  work  program  amendments 
at  the  HSA  level  is  less  of  a  problem 
than  at  the  State  Agency  level  because: 

(1)  The  requirements  for  adoption  of 
procedures  and  criteria  assure  public 
participation  for  this  element  of  reviews. 

(2)  all  meetings  held  by  an  HSA  for 
whatever  purpose  are  open  to  the 
public,  and  (3)  it  is  not  the  HSA  but  the 
State  Agency  which  prescribes  the 
definitions  of  services  to  be  reviewed, 
the  priorities  for  reviews,  and  the 
schedule  for  reviews.  Accordingly,  no 
requirement  for  public  comment  on  the 
HSA  work  program  has  been  added.  The 
State  Agency  lead  role  in  coordinating 
appropriateness  reviews  poses  a  more 
difficult  situation  because  there  is  no 
opportunity  for  public  review  of  the 
State  Agency’s  decision  regarding  the 
administrative  framework  for  reviews. 
Accordingly,  the  regulations  now  require 
that  the  State  Agency  submit  to  the 
Secretary,  with  the  work  program, 
evidence  that  the  public  was  afforded 


an  opportunity  to  comment  on  it,  and  a 
summary  of  the  comments. 

One  respondent  suggested  that  the 
work  program  should  allow  for  the 
development  of  review  criteria  over  a 
number  of  years  rather  than  a  single 
deadline  for  the  development  of  all 
criteria.  'The  Department  agrees,  and 
§  123.503(a)  has  been  amended  to 
indicate  that  the  work  program 
developed  by  the  health  systems  agency 
must  ’’specify  the  steps  to  be  taken  to 
develop”  procedures  and  criteria.  This 
revision  is  intended  to  permit  agencies 
to  develop  applicable  procedures  and 
criteria  over  time,  rather  than  a  one-time 
effort.  'The  Secretary  points  out. 
however,  that  applicable  procedures 
and  criteria  must  be  adopted  prior  to  a 
review. 

Sections  122.503(b)  and  123.603(b) 

Lead  Role  of  State  Agency  With 
Respect  to  Definitions,  Priorities  and 
Schedules 

These  regulations  give  the  State 
Agency  a  lead  role  in  defining  the 
services  to  be  reviewed  and  in 
establishing  the  review  priorities  and 
schedules.  In  addition,  they  establish 
that  it  is  the  State  Agency’s 
responsibility  to  collect  and  transfer 
data  used  in  appropriateness  reviews. 
However,  in  the  event  that  a  State 
Agency  does  not  assume  leadership,  a 
provision  has  been  added  which  would 
still  enable  HSAs  to  proceed  with  their 
reviews.  The  proposed  regulations 
placed  the  lead  role  in  the  State  Agency, 
which,  after  consultation  with  HSAs  and 
the  SHCC,  would:  (1)  Define  services  to 
be  reviewed,  (2)  establish  review 
priorities,  and  (3)  establish  review 
schedules.  The  Secretary  solicited 
public  comment  using  the  SHCC  as  a 
mediator  when  HSAs  and  the  State 
Agency  could  not  agree  on  these 
matters. 

Although  a  number  of  those  who 
commented  on  this  issue,  including 
many  HSAs.  endorsed  this  State  Agency 
lead  role  provision,  a  greater  number 
expressed  concern  because:  (1)  It 
preempts  HSA  prerogatives,  and  (2)  in 
practice,  it  puts  some  HSAs  in  a  difficult 
position  because  of  review  timing 
conflicts.  It  was  also  felt  to  be 
inconsistent  with  the  intent  of  the  Act, 
which  the  commenters  felt  emphasizes  a 
more  balanced  HSA  and  State  Agency 
approach.  The  Secretary  believes, 
however,  that  the  effectiveness  of 
appropriateness  review  is  largely 
dependent  on  coordination,  and  that 
designation  of  a  leadership  role  is 
necessary.  He  has  chosen  the  State 
Agency  to  provide  this  leadership,  but 
notes  that  the  responsibility  for 
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developing  procedures  and  criteria 
remains  with  each  reviewing  agency. 

A  great  number  of  comments  dealt 
with  the  proposed  role  of  the  SHCC  as  a 
mediator  in  the  resolution  of  differences 
between  HSAs  and  State  Agencies. 
Some  commenters  felt  that  the  SHCC 
ought  to  have  a  much  stronger  role, 
while  others  indicated  that  it  would  be 
overwhelmed  with  the  volume  of 
coordination  required  in  States  where 
there  are  many  HSAs.  Others  thought 
the  staff  of  the  SHCC  would  have  a 
conflict  of  interest,  since  as  a  rule  it  is 
also  the  State  Agency  staff. 

Additionally,  some  commenters 
suggested  that  the  representatives  of  the 
HSAs  on  the  SHCC  would  be  in  a 
position  of  conflict. 

Since  various  strategies  to  health 
planning  are  being  pursued,  no  single 
approach  could  be  expected  to  work 
equally  well  in  all  of  Uie  States. 
Therefore,  the  Secretary  has  chosen  to 
retain  the  flexible  provisions  of  the 
proposed  rules  with  respect  to  the 
SHCC’s  role  in  this  process,  recognizing 
that  there  will  be  differences  in  the 
effectiveness  of  the  SHCC  in  mediating 
State  Agency  and  HSA  differences.  The 
Secretary  is  confident  that  both  agencies 
will  realize  the  need  to  work  closely 
with  the  SHCC  to  assure  that  it  will 
have  a  positive  role  in  resolving  issues 
which  may  arise.  The  Department 
intends  to  develop  technical  assistance 
materials  which  will  describe  the  roles 
that  agencies  are  to  play  in  the  various 
States. 

A  number  of  commenters  expressed 
concern  that  the  review  timing 
provisions  of  the  proposed  rules  would 
allow  a  State  Agency  which  is  reluctant 
or  not  ready  to  proceed  with 
appropriateness  reviews  to  retard  an 
HSA's  ability  to  do  so  or  to  delay 
inordinately  reviews  of  controversial 
services.  Others  pointed  out  that  the 
statutory  requirement  for  HSAs  to 
complete  their  first  reviews  within  three 
years  of  full  designation,  along  with  the 
fact  that  very  few  State  Agencies  have 
been  fully  designated,  present 
potentially  serious  timing  problems. 

This  timing  problem  stems  primarily 
from  some  unavoidable  overlapping  of 
responsibilities  among  reviewing 
agencies  during  their  early  years  of 
development,  and  from  differences  in 
the  receipt  of  full  designation  status  by 
the  HSAs  and  State  Agencies.  The 
Secretary  believes  that  this  situation 
will  improve  over  time. 

In  addition,  the  regulations  now 
permit  HSAs  to  develop  their  own 
definitions,  priorities,  and  schedules  if 
the  State  Agency  has  failed  to  do  so 
within  six  months  of  the  publication  of 
these  regulations.  See  §  122.503(bK2].  In 


this  event,  coordination  will  be  achieved 
through  requirements  for  common 
service  deHnitions  and  schedules  for 
reviews  among  HSAs  in  a  given  State 
and  for  giving  priority  to  reviews  of  the 
services  speciHed  in  the  National 
Guidelines. 

Review  schedule  may  be  established 
so  that  health  systems  agencies  can 
complete  their  reviews  prior  to  the 
deadlines  established  in  the  State 
schedule,  rather  than  exactly  on  the 
dates  set  forth.  This  flexibility  will 
enable  different  HSAs  in  a  State  to 
concentrate  on  different  issues.  Any 
schedule  developed,  whether  by  the 
State  Agency  or  by  the  HSAs 
collectively,  should  be  flexible  enough 
to  allow  HSAs  to  proceed  with  certain 
appropriateness  reviews  as  long  as  they 
complete  them  prior  to  the  date  set  forth 
in  the  agreed  schedule.  A  few  comments 
suggested  that  the  regulations  define 
services  which  are  subject  to  review  in 
order  to  avoid  uimecessary  debate  at 
the  State  level.  The  Secretary  intends  to 
assist  agencies  in  their  dehnitions  of 
services  and  will  provide  technical 
assistance  for  that  purpose.  However,  it 
would  be  inappropriate  for  her  to  define 
specifically  the  services  covered,  since 
there  are  many  and  varied  State  laws 
which  provide  long  established 
definitions  of  services.  Therefore,  the 
Secretary  has  chosen  not  to  specify  and 
define  the  services  which  will  be 
covered.  She  does,  however,  expect  that 
agencies  will  (at  a  minimum)  specify 
definitions  for  those  services  which  are 
identified  in  the  National  Guidelines  for 
Health  Planning. 

Another  respondent  suggested  that 
the  priorities  among  services  should  be 
tied  in  to  those  identiHed  in  the  HSA’s 
annual  implementation  plan  (AIP).  The 
relationship  of  the  objectives  of  the  AIP 
to  the  priorities  of  services  which  need 
to  be  reviewed  for  appropriateness  is 
one  which  will  vary  from  HSA  to  HSA. 
Further,  the  priorities  will  then  be 
negotiated  with  the  State  Agency  and 
other  HSAs  in  the  State.  However,  the 
Secretary  believes  that  the  HSP  and  AIP 
provide  the  analytical  bases  for  this 
function  and  as  a  result  that  services 
which  have  been  analyzed  in  the  HSP 
form  the  basis  for  services  selected  for 
appropriateness  review.  The  Secretary 
also  agrees  that  in  establishing  the  AIP 
and  the  appropriateness  review  work 
program,  agencies  should  carefully 
examine  the  linkages  between  these  two 
functions,  including  an  assessment  of 
staff  time  involved  and  a  review  of 
program  priorities  as  they  relate  to  the 
effectiveness  of  overall  implementation 
of  agency  goals  and  objectives.  It  is 
possible,  for  example,  that  on  the  basis 


of  an  areawide  appropriateness  review 
the  agency  might  determine  that  some 
aspect  of  the  service  is  inappropriate, 
and  subsequently  and  immediately 
decide  that  the  issue  is  important 
enough  to  merit  inclusion  in  the  agency's 
AIP. 


The  largest  number  of  public 
comments  received  respecting 
coordination  matters  concerned  data 
issues.  Discussed  below  are  the  most 
important  and  most  frequently  cited 
issues. 

Commenters  questioned  the  authority 
of  State  Agencies  and  HSAs  to  require 
data  from  appropriateness  review 
purposes,  citing  both  practical  and  legal 
problems.  For  example,  alluding  to  lack 
of  authority  for  sanctions,  several 
commenters  asked  what  would  happen 
if  providers  simply  refused  to  supply  the 
required  data.  A  commenter  from  one 
State  noted  that  there  is  no  existing 
State  legislation  which  would  “permit 
the  State  Agency  to  require  institqtions 
to  submit  such  data.”  Another  suggested 
that  the  State  Agency  be  required  to 
document  its  State  legislative  authority 
for  requiring  data  submission  for 
appropriateness  review  purposes  on 
grounds  that  “State  Agencies  can 
perform  only  such  functions  as  they  are 
by  State  statute  authorized  to  perform.” 
Another  stated  that  providers  should  be 
able  to  challenge  the  need  for  required 
data.  Others  said  that  the  reviewing 
agency  should  justify  its  need  for  certain 
data  and  that  an  institution  should  not 
be  required  to  submit  certain 
information  to  the  reviewing  agencies  if 
it  could  show  that  it  must  report  that  or 
similar  information  to  other  Federal  or 
State  Agencies.  While  one  commenter 
stated  that  HSAs  in  particular  do  not 
have  authority  imder  terms  of  the  Act  to 
collect  data,  and  that  that  task  should 
be  left  to  the  State  Agency,  others 
suggested  that  HSAs  should  be  able  to 
collect  data  independently.  Another 
recommended  making  a  provision  for 
submitting  proprietary  data  in  summary 
form  as  a  protection  against  public 
revelation  of  competitive  information. 
Finally,  an  opinion  was  offered  that  data 
would  be  required  in  such  specificity 
that  the  effect  of  the  appropriateness 
review  function  would  be  harrassment 
of  institutions  and  public  revelation  of 
management  prerogatives. 

The  Secretary  is  aware  of  the 
practical  and  legal  problems  associated 
with  performance  of  appropriateness 
reviews,  including  problems  of  data 
collection,  transfer,  and  use. 
Nevertheless,  the  function  must  be 
performed  under  the  terms  of  the  Act, 
which  establishes  data  responsibilities 


Section  123.603(c)  Data 
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in  the  State  Administrative  Program  in 
section  1522(b)(7)  and  in  mandated 
review  procedures,  1532(b)(3)  of  the  Act. 
The  former  section  requires  that  as  a  - 
prerequisite  for  designation  and  funding 
renewal  a  State  Agency  must  make 
certain  operational  provisions 
respecting  data  acquisition  and  use, 
including  a  requirement  that  “providers 
of  health  doing  business  in  the  State 
make  statistical  and  other  reports  of 
such  information  (related  to  health  and 
health  care)  to  the  State  Agency."  Also, 
while  the  Secretary  agrees  that  State 
enabling  legislation  for  securing  data  is 
desirable,  she  realizes  that  the  advent  of 
such  authority  is  not  imminent  in  every 
State,  and  urges  States  to  use  whatever 
means  are  available  to  obtain  the  data 
required  for  their  functions. 

While  the  State  Agency  must  require 
certain  data  for  use  in  these  and  other 
reviews,  which  data  will  be  shared  with 
the  HSAs  in  the  State,  HSAs  can  go 
beyond  the  State  requirements  and 
request  additional  data  from  providers. 
However,  they  may  lack  the  authority  to 
require  that  it  be  submitted.  The  Act  and 
these  regulations  require  HSAs  and 
State  Agencies  to  use  exisiting  data 
sources  before  collecting  new  data  and . 
to  coordinate  data  collection  with  the 
Cooperative  Health  Statistics  System. 
Secretarial  approval  must  also  be 
obtained  before  any  new  data  systems 
can  be  established.  To  avoid  any 
duplicative  data  collection 
requirements,  the  Department  will 
coordinate  the  implementation  of  these 
data  provisions  with  that  of  the 
Medicare-Medicaid  Anti-Fraud  and 
Abuse  Amendments  (Pub.  L.  95-142) 
data  requirements.  The  Department  has 
issued  data  guidelines  which  provide 
technical  assistance  to  agencies  in 
developing  a  cost-effective  empirical 
base  for  planning  and  regulation.  In 
addition,  to  prevent  numerous  requests 
during  the  course  of  a  review,  the 
Secretary  has  added  language  to 
§  122.505(a)(3)  and  §  123.605(a)(3)  to 
require  that  agencies  may  not  demand 
information  of  a  person  subject  to 
review  unless  it  is  prescribed  and 
published  as  being  required.  She  also 
wishes  to  call  attention  to  the 
Department’s  policy  (at  42  CFR 
122.107(c)(1),  and  “Guidelines  for  the 
Acquisition  and  Use  of  Data  Under  Pub. 
L.  93-641,”  June,  1978,  p.  2.4)  that  new 
data  systems  are  not  be  established 
without  Secretarial  approval  and  that  all 
reasonable  efforts  be  made  to  avoid 
duplicative  data  requirements. 

Other  commenters  registered  the 
following  compliants  as  to  the  data 
provisions:  (1)  The  lack  of  availability 
and/or  existence  of  the  kind  of  data 


necessary  for  determining  the 
appropriateness  of  services;  (2)  the 
inability  of  reviewing  agencies  to 
effectively  analyze  and  use  data, 
because  of  limited  agency  staff  expertise 
and  experience,  heavy  staff  workload, 
etc.  and  (3)  the  significant  adverse  cost 
implications  for  both  providers  and 
patients  with  little  or  no  increased 
benefit  in  improved  health  care.  The 
Secretary  is  aware  of  such  problems  but 
does  not  believe  them  to  be  so 
overwhelming  as  to  negate  the  mandate 
to  perform  the  reviews.  She  agrees  that 
some  additional  costs  may  be  incurred 
by  providers  and  passed  on  to 
consumers,  but  she  believes  that  the 
potential  benebts  to  be  derived  from 
appropriateness  review  as  discussed 
*  above  reasonably  outweigh  the  costs 
incurred.  The  Secretary  does  not  wish  to 
impose  additional  requirements  on  the 
agencies  relating  to  the  costs  of 
providing  data. 

A  number  of  commenters  were 
concerned  about  the  interpretation  of 
data  in  the  course  of  a  review.  One 
suggested  starting  with  pilot  reviews 
which  would  identify  data  used 
problems.  Another  suggested  that 
agencies  should  develop  and  test  sample 
data  in  limited  situations  to  gain 
experience  about  the  usefulness  of  those 
data,  time  required  to  conduct  reviews, 
etc.  Several  commenters  repeated  or 
endorsed  the  requirement  that  notices  of 
the  kinds  of  data  to  be  required  be 
published  in  advance.  There  was 
considerable  concern  that  data 
requirements  not  be  duplicative.  Several 
commenters  advocated  a  more 
prominent  role  for  the  SHCC  in  data 
collection  activities  including  approval 
of  the  reviewing  agencies'  data 
requirements.  The  Secretary  has  not 
adopted  these  suggestions,  believing 
that  to  do  so  would  be  to  overregulate  in 
the  absence  of  experience.  She  does, 
however,  offer  them  to  the  planning 
agencies  for  their  consideration. 

Several  commenters  advocated  strong 
coordination  between  State  Agencies 
and  HSAs  respecting  data.  The 
Secretary  concurs  and  calls  attention  to 
similar  requirements  respecting  other 
key  elements  of  reviews.  Some 
commenters  stated  that  in  establishing 
data  requirements  State  Agencies  must 
take  into  account  different  review 
criteria  which  precipitate  various  data 
needs,  and  that  limitations  of  data 
would  necessarily  affect  review 
outcomes.  The  Secretary  concurs  with 
both  statements,  but  she  believes  that 
like  many  of  the  problems  cited  above, 
these  difficulties  will  be  ameliorated 
with  the  passage  of  time  and  the 
expansion  of  data  resources. 


Other  commenters  raised  the  problem 
of  the  time  required  to  obtain  and 
forward  data  to  the  reviewing  agency. 
Some  advocated  that  such  time  not  be 
included  in  the  review  period.  The 
Secretary  notes  that  data  may  be 
gathered  well  before  reviews  begin,  and 
that  agencies  may  wish  to  begin 
collecting  it  as  soon  as  schedules  are 
established  for  reviews.  A  few 
commenters  indicated  that  data 
requirements  should  be  allowed  to  vary 
according  to  the  type  of  service 
reviewed  and  purpose  of  the  review. 

The  Secretary  believes  this  approach  is 
consistent  with  the  regulations  and  the 
general  philosphy  of  the  appropriateness 
review  program. 

One  commenter  suggested  that  State 
Agencies  and  HSAs  submit  their  data 
requests  to  providers  simultaneously. 
The  Secretary  does  not  believe  such 
requirements  should  be  established  in 
regulations  but  encourages  that 
approach,  see  §  122.505(c)  and 
§  123.605(c).  While  the  suggestion  that 
agencies  requesting  data  be  interviewed 
as  to  its  intended  use  is  probably  not 
time  and  cost  effective,  the  Secretary 
agrees  that  intended  uses  of  data  should 
be  made  clear  by  requesting  agencies. 
Details  of  doing  so  are  left  to  agency 
discretion  and  forthcoming  guidances. 

Many  commenters  expressed  concern 
about  the  inability  of  agencies  to  collect 
data  in  the  absence  of  sanctions  for 
providers  who  refuse  to  meet  the 
agencies’  requests.  The  Department  has 
been  aware  of  this  concern  during  the 
process  of  formulating  these  regulations; 
however,  it  has  chosen  not  to  go  beyond 
the  statute  and  specifically  require 
sanctions  for  noncompliance  with  data 
requests.  Rather,  it  relies  on  the 
individual  States  to  decide  whether  or 
not  sanctions  are  necessary  and  to 
develop  them  in  their  State 
Administrative  Program  if  needed.  The 
Secretary,  however,  urges  both 
providers  and  planning  agencies  to 
cooperate  in  determining  data 
requirements  and  the  provision  of 
required  data  so  that  these  sanctions  are 
not  necessary. 

Finally,  several  comments  were 
received  which  indicated  concern  over 
the  confidentiality  of  certain  financial 
and  medical  data.  Any  data  collected  by 
a  State  Agency  or  HSA  must  be  made 
available  to  the  public  under  section 
1532(b)(10)  of  the  Act.  The  Secretary 
understands  this  concern,  however,  and 
has  asked  HSAs  and  State  Agencies  not 
to  request  data  that  have  confidentiality 
or  privacy  requirements  associated  with 
them. 
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Section  123.603(d)  Initiation  of 
Appropriateness  Reviews 

One  commenter  asked  the  meaning  of 
'‘initiating  appropriateness  reviews." 
The  Secretary  intends  for  State 
Agencies  to  develop  work  plans  which 
call  for  areawide  appropriateness 
reviews  for  some  services  to  begin  no 
later  than  the  dates  indicated  in  the 
regulations  (§  123.603(d]].  If  the  process 
were  allowed  to  be  postponed  any 
further,  it  would  be  very  unlikely  that  all 
of  the  required  appropriateness  reviews 
could  be  completed  within  the  total  time 
available.  This  means,  therefore,  that 
definitions  of  at  least  some  services  to 
be  reviewed  and  a  schedule  for  their 
review  will  have  to  be  worked  out 
rapidly.  The  Secretary  recommends  that 
agencies  give  immediate  consideration 
to  early  scheduling  and  definition  of 
services  which  are  dealt  with  in  the 
National  Guidelines  for  Health  Planning. 

Some  commenters  suggested  that  the 
initiation  of  appropriateness  reviews  be 
delayed  until  State  Agencies  and  HSAs 
are  fully  designated  in  a  State.  Others 
suggested  that  the  work  program  of  the 
State  should  be  developed  first,  and 
then  the  HSAs  could  develop  their 
programs.  Another  commenter 
recommended  that  a  common  timeframe 
be  developed  for  all  agencies  in  the 
State  which  would  be  mandatory  and 
which  might  be  specified  by  regulation. 
Because  of  the  statutory  requirements, 
the  Secretary  has  retained  the  time 
requirements  specified  in  the  proposed 
rules. 

Sections  122.503(d)  and  123.603(e) 

Levels  of  Review 

When  the  NPRM  was  drafted,  there 
was  much  discussion  within  the 
Department  concerning  whether  HSAs 
and  State  Agencies  should  be 
performing  institution-specific 
appropriateness  reviews.  While  there 
were  many  in  favor  of  requiring  these 
reviews,  others  felt  just  as  strongly  that 
such  reviews  would  alienate  providers, 
require  more  sophisticated  and  detailed 
data,  and  make  significant  demands  on 
planning  agencies’  manpower  and  time 
resources. 

Numerous  comments  have  been 
received  on  this  issue.  Some 
commenters  objected  to  institution- 
speciHc  reviews.  Some  questioned  the 
ability  of  planning  agencies  to  do  the 
reviews,  arguing  that  current  staffing 
and  funding  levels  of  planning  agencies 
are  not  sufficient  to  undertake  the 
potentially  enormous  work  load 
associated  with  these  reviews.  Some 
also  suggested  that  agencies  gain  more 
experience  before  performing 
institution-specific  reviews  or  that 


areawide  reviews  be  done  Hrst  in  order 
to  ensure  an  adequate  aggregate  data 
base  before  embarking  on  more  specihc 
reviews.  Additional  commenters 
expressed  the  view  that  the  statute  does 
not  authorize  institution-specific 
reviews  and  therefore,  the  Department 
has  no  authority  to  require  them. 

Some  of  the  commenters  pointed  out 
that  the  distinction  between  areawide 
review  and  institution-specific  review 
would  become  meaningless  in  some 
instances,  particularly  in  the  review  of 
services  which  are  provided  by 
institutions  in  rmal  areas.  Since  all  of 
the  HSA’s  data  and  records  must  be 
made  available  to  the  public,  there  is  no 
way  to  preclude  public  knowledge  of  the 
locations  (hence,  in  a  sparsely  populated 
area,  the  institutions  themselves}. 
Moreover,  one  commenter  suggested 
that  the  service  area  being  considered 
for  areawide  review  should  be  tailored 
to  the  type  of  service  being  reviewed. 
That  is,  if  the  services  are  highly 
sophisticated  and  provided  by  only  a 
small  number  of  institutions  within  the 
entire  health  service  area,  then  it  may 
be  appropriate  for  purposes  of  that 
review  to  use  the  entire  health  service 
area  as  the  “area"  for  conducting 
areawide  review.  On  the  other  hand,  at 
the  secondary  and  primary  care  level, 
smaller  service  areas  should  be  used  in 
order  to  make  the  results  of  the  review 
useful  in  the  conduct  of  all  the  agencies’ 
functions.  Finally,  one  respondent 
indicated  that  a  finding  of 
inappropriateness  on  an  areawide  basis 
might  be  construed  as  a  comment 
against  all  providers  of  that  service 
within  the  area. 

The  Secretary  wishes  to  reiterate  that 
the  principal  distinction  between 
areawide  reviews  and  institution- 
speciHc  reviews  as  defined  in  the 
proposed  regulations  was  intended  to  be 
in  their  respective  findings  rather  than 
the  techniques  of  analysis.  Areawide 
reviews  require  much  of  the  same  data 
and  analysis  as  institution-specific 
reviews  but  were  not  to  involve 
institution-specific  recommendations  or 
findings.  In  any  event,  the  final 
regulations  clarify  that  it  is  in  the 
findings  and  recommendations  that 
agencies  may  address  specific 
institutions. 

A  large  number  of  commenters 
supported  reviews  which  would  result  in 
institution-specific  Hndings.  Reasons 
cited  included;  (1)  Possible  links  to  rate 
setting  agencies,  (2)  areawide  reviews 
already  duplicate  plan  development 
activities,  (3)  institution-specific  fmdings 
would  be  much  more  effective  in 
eliminating  excess  capacity,  and  (4) 
areawide  findings  of  inappropriateness 


could  penalize  all  providers  in  the 
aggregate  rather  than  those  for  which 
difHculties  actually  exist.  The  Secretary 
agrees  that  appropriateness  reviews 
which  result  in  institution-specific 
findings  may  be  quite  helpful.  However, 
he  has  chosen  not  to  require  these 
findings  at  this  time  but  to  allow 
agencies  to  make  institution-specific 
Hndings  at  their  option  as  their 
capabilities  and  resources  permit. 

Many  comments  were  received  from 
provider  organizations  recommending 
that  HSAs  and  State  Agencies  be 
precluded  from  conducting  institution- 
specific  reviews.  Many  of  these 
commenters  expressed  the  view  that 
such  a  review  is  not  authorized  by  the 
statute.  Nearly  all,  including  some 
planning  agencies,  indicated  that  they 
believed  that  HSAs  and  State  Agencies 
would  be  unable  to  handle  these 
reviews. 

The  Secretary  emphasizes  that  under 
the  statute,  agencies  are  to  review  all 
services  although  the  nature  and  depth 
of  each  review  is  best  left  to  the 
judgment  of  the  agencies.  The  Secretary 
agrees  that  in  States  where  rate  setting 
activities  are  carried  out,  HSAs  and 
State  Agencies  should  be  sensitive  to 
the  need  for  a  fairly  high  degree  of 
specificity  in  their  findings.  Although  he 
has  not  chosen  to  require  institution- 
specific  findings,  he  expects  that 
planning  agencies  and  rate  setting 
agencies  will  work  together  to  support 
one  another’s  activities  toward  that  end. 
Whether  or  not  rate  setting  agencies  are 
present,  the  Secretary  strongly 
recommends  that  agencies  convey  any 
findings  of  inappropriateness  in  a 
fashion  which  indicates  that  the  findings 
do  not  necessarily  apply  to  all  providers 
of  that  service.  The  Secretary  feels  that 
agencies  must  be  aware  of  the  problems 
associated  with  using  vague  criteria  and 
standards  to  render  decisions  that  may 
be  viewed  as  regulatory  in  nature. 

One  correspondent  raised  the 
question  as  to  whether  the  180-day 
review  period  was  mandatory  for  both 
areawide  reviews  and  institution- 
specific  reviews.  The  commenter  felt 
that  institution-specific  reviews  would 
probably  take  longer  than  areawide 
reviews.  The  Secretary  points  out  that 
since  the  regulations  now  require  all 
appropriateness  reviews  to  take  place 
within  the  180-day  review  period, 
regardless  of  the  nature  of  the  findings 
(i.e.,  areawide  or  institution-specific), 
the  specification  of  two  time  periods  is 
not  necessary. 

Numerous  commenters  suggested  that 
HSAs  and  State  Agencies  would  be 
unable  to  complete  their  reviews  of  all 
existing  institutional  health  services 
within  the  required  time.  The  Secretary 
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agrees  that  this  provision  will  be 
difficult  to  implement,  but  points  out 
that  the  time  limits  for  completing 
reviews  of  all  services  are  statutory  and 
cannot  be  waived.  He  notes,  however, 
that  the  definition  of  services  rests  with 
the  State  Agencies,  in  consultation  with 
the  HSAs,  and  that  this  mechanism 
should  allow  agencies  to  collapse 
subcategories  of  services  so  that 
resources  may  be  devoted  to  those 
specific  services  which  merit  the  most 
attention.  Agencies  should  concentrate 
initially  on  the  services  for  which  the 
National  Guidelines  for  Health  Planning 
have  been  issued. 

Several  commenters  recommended 
additions  to  the  list  of  requirements  for 
HSA  and  State  Agency  work  programs 
for  appropriateness  review.  These 
include  suggestions  that:  (a)  Work 
programs  specify  the  new  data  which 
must  be  obtained  from  providers  as  well 
as  those  which  can  be  obtained  from 
secondary  sources,  (b)  work  programs 
include  a  description  of  how  agencies 
intend  to  coordinate  their 
appropriateness  reviews  with  their  plan 
development  and  project  reviews,  (c)  a 
section  be  added  to  encourage  the 
participation  of  task  forces  in 
appropriateness  review  and  to  advise 
agencies  on  the  development  of 
procedures  and  criteria,  (d)  work 
programs  describe  the  agency  budget 
and  staff  resources  that  will  be  applied 
to  the  appropriateness  reviews,  and  (e) 
the  State  Agency  document  its  authority 
for  conducting  appropriateness  review. 
The  Secretary  will  consider  these 
suggestions  if  and  when  requirements 
for  work  programs  are  revised,  but  finds 
it  unnecessary  to  do  so  at  this  time. 

Finally,  several  editorial 
improvements  have  been  made  to  this 
section  of  the  regulations  as  a  result  of 
comments  received.  These  include  the 
following: 

Section  123.603  (a)  has  been  revised  to 
clarify  that  the  review  procedures  and 
criteria  which  a  State  Agency  is 
required  to  develop  and  apply  are  those 
which  that  State  Agency  will  be 
applying;  thus  these  do  not  govern  HSAs 
in  that  State.  Sections  123.603(a)  and  (c) 
have  been  amended  to  indicate  the  need 
for  coordination  with  agencies  in  oil  of 
the  States  (as  opposed  to  both  States) 
w'here  health  service  areas  are  shared 
by  more  than  one  State. 

Sections  122.504  and  123.604  Adoption 
and  Public  Notice  of  Review  Procedures 
and  Criteria 

One  commenter  emphasized  that  all 
review  procedures  should  be  made 
known  to  providers  subject  to 
appropriateness  review  prior  to  the 
initiation  of  a  review.  Sections  122.305 


and  123.406  of  42  CFR  provide  ample 
opportunity  for  providers  (as  well  as 
consumers)  to  becomes  aware  of 
appropriateness  review  procedures  prior 
to  their  initiation. 

Another  commenter  suggested  that 
State  Agency  appropriateness  review 
procedures  should  be  approved  by  the 
SHCC  so  that  consumers  and  providers 
would  have  direct  input  into  decisions 
affecting  the  health  care  delivery 
system.  While  the  intent  of  Title  XV  of 
the  Act  is  to  involve  consumers  and 
providers  in  these  decisions  at  the  local 
level,  there  is  no  statutory  authority  for 
the  SHCC  to  approve  or  disapprove  the 
State  Agency’s  appropriateness  review 
procedures.  However,  residents  of  a 
State  may  comment  on  the  State 
Agency's  proposed  procedures  under  42 
CFR  123.406,  as  may  the  SHCC. 
Furthermore,  SHCCs  are  required  to 
advise  the  State  Agencies  generally  on 
the  performance  of  their  functions. 

Sections  122.505  and  123.605  Health 
Systems  Agency  and  State  Agency 
Procedures;  General  Comments 

One  commenter  suggested  that  these 
procedures  be  expanded  to  enable  use 
of  a  screening  process  in  setting  the 
priorities  of  services  to  be  reviewed  or 
in  defining  the  services  subject  to 
review.  While  the  Secretary  realizes 
that  the  HSAs  and  State  Agencies  may 
elect  to  perform  a  screening  process  for 
this  purpose,  it  is  not  expected  that  a 
screening  process  would  result  in 
recommendations  and  finding  as  to  the 
appropriateness  or  inappropriateness  of 
a  specific  service.  If  a  recommendation 
or  findings  were  to  be  made  as  a  result 
of  a  screening  process,  these  procedures 
would  be  applicable.  It  should  be 
pointed  out  that  there  are  two  ways  in 
which  State  Agencies  and  HSAs  have 
an  opportunity  to  perform  “non¬ 
substantive"  or  "non-intensive"  reviews. 
The  provisions  found  in  §  122.505(b)  and 
§  123.605(b)  permit  health  planning 
agencies  to  adopt  review  procedures 
which,  while  meeting  all  the 
requirements  of  §  122.505  and  §  123.605, 
may  vary  according  to  the  type  of  health 
service  being  reviewed.  In  addition, 

§  122.506  and  §  123.606  permit  the 
agencies  to  seek  an  exception  to  the 
requirements  of  §  122.505  and  §  123.605. 
One  possible  use  of  this  latter  provision 
is  for  an  HSA  or  a  State  Agency  to 
propose  alternative  procedures  which  it 
will  utilize  in  the  case  of  services 
defined  by  the  HSA  to  require  a  less 
intensive  or  expedited  review. 


Sections  122.505(a)(1)  and  123.605(a)(1) 
Notification  of  the  Beginning  of  a 
Review  by  Health  Systems  Agencies 
and  State  Agencies 

A  number  of  commenters  suggested 
that  the  written  notification  should 
include  what  service  is  to  be  reviewed, 
the  review  authority  of  the  agency 
(including  'citations  to  the  statute  and 
regulations),  review  procedures  and 
criteria,  the  work  program,  and  the 
review  timetable.  While  the  Secretary 
agrees  that  this  information  should  be 
made  available  to  providers  and  persons 
subject  to  appropriateness  review,  in  the 
interest  of  allowing  agencies  flexibility 
in  establishing  procedures  beyond  the 
minimum  statutory  requirements,  he  has 
not  chosen  to  require  this  of  the 
agencies  at  this  time.  Furthermore, 
review  procedures  and  criteria  are 
available  to  the  community  through  the 
agencies’  process  for  adoption  and 
public  notice  of  procedures  and  criteria 
as  required  by  §§  122.504  and  123.604. 

One  commenter  asked  clarification  on 
when  notification  was  required  and 
suggested  that  it  be  required  30  days 
before  the  initiation  of  a  review. 

Another  writer  asked  for  a  specific 
definition  of  the  term“initiate,’’  as  a 
review  could  be  judged  to  have  been 
initiated  at  any  time  from  its  initial 
planning  until  its  implementation.  The 
Secretary  agrees  that  providers  need 
ample  advance  notice  of  the  beginning 
of  a  review,  but  he  wishes  to  allow 
planning  agencies  flexibility  to  establish 
procedures  to  suit  local  circumstances. 

Another  commenter  suggested  that  a 
newsletter  or  a  legal  notice  in  a 
newspaper  of  general  circulation  could 
serve  to  notify  affected  persons  of  the 
beginning  of  a  review.  In  view  of  the 
demands  that  appropriateness  review 
will  place  on  HSAs’  and  State  Agencies’ 
resources,  the  Secretary  has  added 
language  to  §§  122.505(a)(1)  and 
123.605(a)(1)  to  permit  agencies  to 
provide  written  notification  to  members 
of  the  public  through  newspapers  of 
general  circulation  in  the  area  and  other 
public  information  channels.  However, 
notification  to  all  other  affected  persons 
shall  be  by  mail  (which  may  be  as  part 
of  a  newsletter). 

Sections  122.505(a)(2)  and  123.605(a)(2) 
Health  Systems  Agency  and  State 
Agency  Schedules  for  Reviews 

In  addition  to  the  previously  cited 
comments  on  schedules  for  and  the 
timing  of  reviews,  a  number  of 
commenters  questioned  the  Secretary’s 
authority  to  establish  procedures  not 
specified  in  the  statute.  When  the 
proposed  regulations  were  drafted, 
careful  consideration  was  given  to  the 
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problem  of  the  amount  of  time  for 
conducting  an  appropriateness  review. 
The  Secretary  decided  that  the  statutory 
time  limit  was  insufHcient  because  of 
the  complexity  of  these  reviews  and 
extended  the  time  limit  under  section 
1532(a)  of  the  Act.  The  Secretary  also 
views  this  matter  as  falling  within  his 
general  rulemaking  authority  under  the 
Act. 

One  commenter  urged  that  there  be  a 
provision  for  deferring  a  scheduled 
review  under  extenuating 
circumstances.  The  procedures  in  these 
regulations  are  minimal  requirements, 
and  agencies  may  adopt  procedures 
beyond  those  required  in  this  subpart. 
The  Secretary  encourages  agencies  to 
consider  concerns  such  as  this  one  when 
developing  and  adopting  their  review 
procedures,  and  points  out  that  agencies 
may  wish  to  define  “to  the  extent 
practicable”  to  cover  just  such 
circumstances. 

Another  commenter  urged  that  there 
be  a  mechanism  for  extending  the 
review  period,  upon  request  and  for 
good  reason.  Sections  122.506  and 
123.606  permit  HSAs  and  State  Agencies 
to  request  an  exception  to  the 
requirement  that  they  use  review 
procedures  which  meet  the  requirements 
of  §  §  122.505  and  123.605;  a  mechanism 
of  this  sort  may  be  proposed  in  such  a 
request. 

On  the  other  hand,  one  commenter 
suggested  deletion  of  the  phrase,  “to  the 
extent  practicable,”  as  some  agencies 
would  routinely  extend  the  review 
period.  The  Secretary  notes  that  this 
phrase  is  derived  from  the  statute  and 
has  determined  in  any  event  that  an 
absolute  limit  on  the  time  period  for 
conducting  these  reviews  is  too  rigid 
and  would  generate  an  excessive 
number  of  requests  for  exceptions  under 
§§  122.506  and  123.606. 

Another  commenter  requested 
clarification  on  what  activities  take 
place  in  the  180-day  review  period.  One 
commenter  requested  that  the 
regulations  specifically  define  and 
restrict  the  activities  to  be  performed  by 
the  agencies  in  conducting  these 
reviews.  The  Secretary  believes  that  the 
regulations  should  allow  sufficient 
flexibility  for  State  Agencies  and  HSAs 
to  implement  this  function  consistent 
with  other  review  and  planning 
activities  within  the  State  or  health 
service  area.  Therefore,  he  has  chosen 
not  to  define  further  or  restrict  the 
agencies'  activities  in  this  regard.* 

Another  commenter  suggested  that 
persons  and  institutions  subject  to 
review  be  given  30  days  to  submit  data 
and  that  the  180  days  should  be  counted 
from  the  date  the  materials  are 
submitted.  The  Secretary  believes  that 


the  review  periods  specified  in  the 
regulations  provide  adequate  time  for 
submission  of  data  and  performance  of 
the  review  and  has  rejected  this 
suggestion. 

Another  commenter  suggested  that  the 
regulations  should  stipulate  that  more 
than  one  service  may  be  reviewed 
simultaneously.  While  the  Secretary 
does  not  choose  to  add  language  to  the 
regulations  as  suggested,  he  does  wish 
to  indicate  here  that  agencies  may  need 
to  conduct  simultaneous  reviews  of 
more  than  one  service. 

Several  commenters  recommended 
that  State  Agency  reviews  be  sequential 
to  those  of  the  HSAs  so  that 
determinations  regarding  a  specific 
service  will  be  made  within  a 
reasonable  time  frame.  In  this  regard, 
there  is  no  language  in  the  statute  which 
mandates  either  a  sequential  or 
concurrent  review  by  the  State  Agency. 
Although  the  Secretary  believes  that 
sequential  reviews  best  permit  State 
Agencies  to  consider  HSA’s 
recommendations,  he  has  chosen  not  to 
require  this  result  by  regulation,  leaving 
this  to  the  State  Agencies'  discretion. 

Sections  122.505(a)(3)  and  123.605(a)(3) 
Submission  of  Information  by  Persons 
Subject  To  Review  to  Health  Systems 
Agencies  and  State  Agencies 

The  issues  raised  by  commenters 
concerning  the  procedures  for 
submitting  data  for  appropriateness 
review  have  already  been  addressed  in 
the  section  on  data,  above,  at 
§  123.603(c). 

Sections  122.505(a)(4)  and  123.605(a)(4) 
Provision  for  Written  Findings 

One  commenter  recommended  that 
the  regulations  should  specify  which 
parties  should  receive  written 
notification  of  an  HSA  recommendation 
or  State  Agency  finding,  including  the 
institutions  offering  the  service  under 
review,  the  State  Agency,  contiguous 
HSA's,  and  others  upon  request. 

Another  commenter  asked  how  the 
public  will  be  informed  about  the  HSA's 
and  State  Agency's  recommendations 
and  findings.  Sections  122.505(a)(5)  and 
123.605(a)(5)  require  the  HSA's  and 
State  Agencies  to  notify  providers  of 
health  services  and  other  persons 
subject  to  review  of  the  status  of 
reviews,  findings  made  in  the  course  of 
the  reviews,  and  other  appropriate 
information  respecting  the  reviews. 
Section  122.5503(c)  also  requires  the 
establishment  of  procedures  for 
transmittal  of  the  HSA's 
recommendations  to  the  State  Agency. 
Finally,  §§  122.505(a)(6)  and 
123.605(a)(8)  require  that  the  planning 
agencies  give  the  general  public  access 


to  all  written  materials  pertinent  to  their 
reviews.  Accordingly,  the  Secretary  has 
concluded  that  no  further  notification 
requirements  are  necessary. 

One  commenter  recommended  that 
§  123.605(a)(4)  be  revised  to  require  that 
a  finding  of  inappropriateness  made  by 
a  State  Agency  should  be  accompanied 
by  (1)  a  detailed  statement  of  the 
reasons  for  the  finding,  (2)  the  data  and 
evidence  upon  which  the  finding  was 
based,  and  (3)  identification  of  which 
published  criteria  were  not  used  in  the 
review  and  the  reasons  why.  Section 
123.608(b)  requires  the  State  Agency  to 
state  in  a  finding  of  inappropriateness 
that  the  service  has  not  met  one  or  more 
of  its  established  criteria  and  the  ways 
in  which  the  service  failed  lo  meet  the 
criteria,  including  any  that  are  beyond 
the  control  of  the  persons  providing  that 
service.  The  Secretary  believes  that  this 
requirement  will  provide  sufficient 
detail  to  the  providers  and  the  public  as 
to  the  inappropriateness  of  a  particular 
service.  This  does  not  preclude  State 
Agencies  from  providing  additional 
information  to  support  their  findings, 
and  the  Secretary  encourages  the 
agencies  to  do  so  to  the  extent 
practicable. 

Sections  122.505(a)(5)  and  123.605(a)(5) 
Notification  of  providers  and  other 
Persons  Subject  To  Review  of  the  Status 
of  the  Review 

A  number  of  comments  was  received 
requesting  that  this  requirement  be 
further  clarified  as  to  who  should 
receive  this  notification,  how  frequently 
this  notification  is  to  be  made,  the 
substance  of  the  notification,  and  the 
process  for  providing  the  notification. 
The  Secretary  does  not  wish  to 
elaborate  on  this  subparagraph  through 
regulation.  While  planning  agencies  are 
required  to  notify  only  the  providers  of 
health  services  and  other  persons 
subject  to  review,  they  may  and  are 
encouraged  to  inform  other  providers 
and  persons  at  their  discretion. 
Furthermore,  since  §§  122.505(a)(8)  and 
123.605(a)(8)  require  that  the  general 
public  be  given  access  to  all  written 
materials  concerning  reviews,  the 
concerns  expressed  by  the  commenter 
are  satisfied. 

Several  commenters  suggested  that 
State  Agencies  and  HSAs  notify 
providers  of  the  service  being  reviewed 
of  their  interim  recommendations  and 
findings.  Similarly,  several  commenters 
suggested  that  persons  subject  to  review 
be  provided  an  opportunity  to  respond 
to  the  HSA's  recommendations  and  that 
this  response  be  forwarded  to  the  State 
Agency  with  the  HSA  recommendations. 
Again,  the  Secretary  does  not  wish  to 
restrict  planning  agencies  in  developing 
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their  procedures  through  regulation. 
Rather,  he  chooses  to  allow  these 
agencies  flexibility  in  developing  their 
procedures,  to  receive  comments  from 
providers  and  consumers  through  the 
public  notice  and  adoption  process  and 
to  modify  these  procedures  to  reflect 
local  and  State  concerns. 

Sections  122.505(a)(6)  and  123.605(a)(6) 
Provision  by  Health  Systems  Agencies 
and  State  Agencies  of  Public  Hearings 
in  the  Course  of  Agency  Review  and 
Hearings  for  Good  Cause  Shown 

Several  commenters  suggested  that 
public  hearings  should  not  be  required 
during  the  course  of  the  review  while 
many  others  suggested  that  a  public 
hearing  be  required  for  all 
appropriateness  reviews.  The  Secretary 
notes  that  the  statute  requires  that 
persons  directly  affected  by  a  review  be 
given  the  opportunity  to  request  a  public 
hearing  in  the  course  of  a  review.  The 
Secretary  believes  that  the  present 
requirement  is  fair  and  equitable  to  all 
parties  concerned. 

One  commenter  requested  that  the 
regulations  provide  the  procedures  for 
conducting  a  public  hearing.  Planning 
agencies  have  already  established 
procedures  for  conducting  public 
hearings  during  certiflcate  of  need  and 
new  institutional  health  service  reviews. 
These  procedurees  may  be  applicable  to 
appropriateness  reviews  and  should  be 
adopted  by  the  agencies  with  any 
necessary  changes. 

One  commenter  suggested  that  health 
systems  agencies  be  required  to  post 
notices  of  hearings  in  public  locations  at 
the  institutions  providing  the  service 
under  review.  While  the  Secretary 
believes  that  the  planning  agencies  have 
generally  established  effective 
mechanisms  for  notifying  affected 
persons  of  a  public  hearing,  he  does  urge 
the  agencies  to  evaluate  the  adequacy  of 
their  procedures  and  to  modify  them  as 
appropriate. 

A  large  number  of  commenters  urged 
that  the  procedures  provide  an 
opportunity  for  providers  to  appeal  or 
ask  for  a  reconsideration  of  an  HSA 
recommendation  or  State  Agency 
finding  of  inappropriateness.  These 
commenters  pointed  out  that  even 
though  there  are  no  official  sanctions 
attached  to  this  function,  there  may  be 
some  impact  on  providers,  and 
therefore,  as  a  matter  of  due  process,  the 
provider  should  have  an  opportunity  to 
appeal  the  finding.  In  addition,  since  the 
State  Agency  has  a  year  to  make 
findings  after  the  HSA 
recommendations,  providers  are 
concerned  that  adverse 
recommendations  will  be  public  for  a 
full  year  and  they  will  have  no  formal 


channel  through  which  to  refute  the 
findings.  The  proposed  regulations 
called  for  hearings  during  the  course  of 
a  review  for  persons  directly  affected  at 
both  the  HSA  and  State  Agency  level. 
They  also  included  a  requirement  that  a 
State  Agency  provide  the  opportunity 
for  a  public  hearing  at  which  it  would 
reconsider  its  findings  if  a  person  can 
show  good  cause  for  reconsideration. 

For  purposes  of  this  subparagraph, 

"good  cause”  has  the  same  meaning  as 
that  in  §  123.407(a)(8)  of  the  regulations 
for  review  of  new  institutional  health 
services. 

This  provision  states  that  a  request  for 
a  public  hearing  will  be  deemed  by  the 
HSA  or  State  Agency  to  have  shown 
good  cause  if  it  (1)  presents  significant, 
relevant  information  not  previously 
considered  by  the  agency,  (2) 
demonstrates  that  there  have  been 
significant  changes  in  factors  or 
circumstances  relied  upon  by  the  agency 
in  reaching  its  decision,  (3) 
demonstrates  that  the  HSA  or  State 
Agency  has  materially  failed  to  follow 
its  adopted  procedures  in  reaching  its 
decision,  or  (4)  provides  such  other 
basis  for  a  public  hearing  as  the 
planning  agency  determines  constitutes 
good  cause. 

The  Secretary  has  given  careful 
consideration  to  these  arguments. 
Accordingly,  the  regulations  now 
provide  for  “good  cause”  hearings  at  the 
HSA  level  after  a  recommendation 
derived  from  a  review  which  results  in 
an  institution-specific  finding 
(§  122.505(a)(6))  and  also  add  a 
requirement  for  an  administrative 
appeal  after  the  State  Agency  finding  at 
the  request  of  any  provider  whose 
services  have  been  found  inappropriate 
in  such  a  review  (§  123.605(a)(10)). 
Because  these  procedures  tend  to  be 
expensive  and  time-consuming,  he  has 
decided  to  require  that  they  be  available 
only  with  respect  to  institution-specific 
findings. 

Sections  122.505(a)(7)  and  123.605(a)(7) 
Preparation  and  Publication  by  Health 
Systems  Agencies  and  State  Agencies  of 
Regular  Reports  of  the  Reviews  Being 
Conducted 

Several  commenters  requested 
clarification  of  the  term  "regular.”  One 
commenter  questioned  the  statutory 
basis  for  this  requirement,  while  others 
suggested  that  agencies  be  permitted  to 
use  existing  mechanisms  to  comply  with 
this  requirement  or  that  only  the  State 
Agency  be  required  to  prepare  and 
publish  these  reports.  Section  1532(b)(9) 
of  the  Act  mandates  that  both  HSAs  and 
State  Agencies  prepare  and  publish 
reports  of  this  nature.  The  Secretary  has 
chosen  not  to  elaborate  on  the  statutory 


language  in  these  regulations  and 
believes  that  the  details  of  meeting  this 
requirement  should  be  determined  by 
State  Agencies  and  HSAs. 

Sections  122.505(a)(8)  and  123.605(a)(8) 
Access  by  the  General  Public  to  all 
Written  Materials  Pertinent  to  Reviews 

Numerous  comments  were  received 
expressing  concern  about  the 
confidentiality  of  data  submitted  by 
providers  to  health  planning  agencies. 
These  concerns  have  been  addressed  in 
the  Preamble  under  section  123.603(c). 

Section  123.605(a)(9)  Health  Systems 
Agency  Appeal  of  a  State  Agency 
Finding 

One  commenter  expressed  concern 
that  allowing  HSAs  to  appeal  State 
Agency  decisions  would  weaken  the 
leadership  role  of  the  State  Agency. 
While  the  Secretary  is  sensitive  to  this 
concern,  the  HSA's  right  to  appeal  is 
required  by  section  1522(a)(13)(A)  of  the 
Act. 

Numerous  comments  were  received 
which  urged  that  the  regulations  permit 
providers  to  appeal  a  State  Agency 
finding  of  inappropriateness  particularly 
when  specific  institutions  are  cited.  The 
Secretary  agrees  with  the  suggestion 
and  has  amended  this  section,  providing 
that  if  a  State  Agency  makes  a  finding 
regarding  the  appropriateness  of  an 
existing  institutional  health  service  on 
an  institution-specific  basis,  the 
providers  of  that  service  may  appeal  the 
State  Agency's  finding  under  an  appeals 
mechanism  consistent  with  State  law 
governing  the  practices  and  procedures 
of  administrative  agencies,  by  an  agency 
of  the  State  (other  than  the  State  health 
planning  and  development  agency) 
designated  by  the  Governor  and  that  the 
finding  of  the  reviewing  agency  shall  be 
considered  the  final  finding  of  the  State 
Agency.  This  requirement  does  not 
preclude  providers  from  appealing  a 
finding  of  inappropriateness  on  an 
areawide  basis:  however,  the  States  are 
not  required  to  provide  a  mechanism  for 
such  an  appeal. 

Section  123.605(a)(ll)  State  Agency 
Decisions  Inconsistent  with  Health 
Systems  Agency  Plans 

Note. — This  subparagraph  was  numbered 
§  123.605(a)(10)  in  the  NPRM. 

Several  comments  were  received 
which  indicated  confusion  as  to  the 
intent  of  this  requirement.  This 
provision  clearly  provides  that  the 
emphasis  of  this  procedure  is  to  be  on 
the  inconsistency  of  the  State  Agency’s 
findings  with  the  goals  of  the  HSP  or  the 
priorities  of  the  AIP,  not  the 
inconsistency  of  the  service  with  the 
goals  of  HSP  or  the  priorities  of  the  AIP. 
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Sections  122.505(c)  and  123.605(c) 
Provision  for  Corresponding  Procedures 

The  Secretary  has  concluded  that 
because  of  the  length  of  time  (up  to  one 
year)  between  the  HSA’s  and  the  State 
Agency's  reviews  of  an  existing 
institutional  health  service,  both 
agencies  should  provide  procedures  for 
written  notification  to  affected  persons 
of  the  beginning  of  their  reviews  and 
procedures  for  the  provisions  of  public 
hearings  in  the  course  of  the  review  if 
requested  by  persons  directly  affected 
by  the  review.  The  provisions  permitting 
one  agency  to  satisfy  these  requirements 
for  both  agencies  have  therefore  been 
deleted.  However,  since  the  State 
Agency  has  been  given  the 
responsibility  to  establish  requirements 
for  submission  of  data  after  consultation 
with  the  SHCC  and  the  HSAs  of  the 
State  (§  123.604(c)),  the  Secretary  has 
maintained  the  provision  that 
§  122.505(a)(3)  is  deemed  satisfied  for 
the  HSA  if  the  State  Agency  has 
provided  for  a  corresponding  procedure. 

Sections  122.506  and  123.606 
Exceptions  To  Use  of  Procedures 

One  commenter  urged  that  no 
exceptions  be  allowed  to  the  procedures 
required  in  §  122.505  and  123.605.  The 
statute  does  not  require  that  the 
procedures  adopted  by  the  planning 
agencies  be  the  same  for  every  HSA  or 
Stale  Agency,  and  permits  every  agency 
to  develop  and  publish  its  own  set  of 
procedures.  Agencies  may  find  it 
necessary,  with  respect  to  any  type  or 
group  of  reviews,  to  deviate  from  the 
minimal  requirements  set  forth  in 
section  1532(b)  of  the  Act.  The  Secretary 
has  the  authority,  under  section  1532(a) 
of  the  Act.  to  permit  exceptions  to  use  of 
these  procedures,  although  he 
anticipates  doing  so  only  in  unusual 
circumstances. 

Sections  122.507  and  123.607  Criteria 
for  Health  Systems  Agency  and  State 
Agency  Reviews;  General  Comments 

A  number  of  comments  revealed  that 
there  is  a  great  deal  of  confusion 
concerning  the  respective  roles  of  the 
State  Agencies  and  the  HSAs  in 
developing  the  criteria  to  be  used  in 
appropriateness  reviews.  Unlike  the  role 
accorded  to  the  State  Agency  in 
coordinating  and  establishing 
definitions,  schedules,  and  priorities  for 
reviews,  no  comparable  role  has  been 
assigned  for  the  development  of  review 
procedures  or  criteria.  The  agencies 
must,  under  §  122.503(b)(1)  and 
123.603(a),  consult  with  each  other  and 
the  SHCC  before  they  decide  on  the 
criteria  they  will  use,  but  neither  agency 
is  bound  by  the  decisions  of  the  other. 


Several  commenters  were  concerned 
over  how  the  criteria  would  be  used  in 
determining  appropriateness.  Specific 
concerns  were  expressed  over  how  the 
criteria  will  be  balanced  by  the  State 
Agency  and  whether  or  not  all  criteria 
will  be  used  in  making  a  finding  of 
appropriateness.  The  Secretary  intends 
that  the  State  Agency  and  the  HSAs  use 
judgment  in  developing  specific  criteria 
to  be  applied  in  the  review  of  each  type 
of  existing  service  which  they 
undertake.  The  regulations  allow 
considerable  latitude  in  §  123.607(a)  and 
(b)  and  §  123.608(b)  in  the  selection  and 
application  of  criteria.  A  minimum  of 
one  negative  finding  must  be  made  in 
order  to  support  a  finding  of 
inappropriateness.  The  Secretary 
believes  mechanistic  formulas  for  the 
weighing  of  criteria  would  overly 
simplify  a  complex  set  of  local 
judgments. 

Several  respondents  sought  either 
additional  considerations  for  criteria  or 
more  detail  in  those  listed  in 
§  123.607(a).  The  Secretary  believes  that 
the  considerations  as  presently 
enumerated  enable  the  agencies  to 
develop  all  the  criteria  relevant  and 
necessary  to  make  a  recommendation  or 
a  finding  concerning  appropriateness. 

He  prefers  that  the  regulations  allow 
flexibility  so  that  the  agencies  can 
develop  and  apply  criteria  suitable  to 
local  situations  rather  than  to  regulate 
fixed  and  rigid  considerations  aimed  at 
mee^ting’  all  possible  needs. 

A  number  of  respondents  felt  strongly 
that  providers  should  be  involved  in  the 
development  of  review  criteria.  Since 
providers  are  represented  on  the 
governing  bodies  of  each  HSA,  they 
should  be  directly  involved  in  the 
development  of  criteria  at  the  local 
agency  level.  The  State  Agency, 
however,  might  not  have  direct  provider 
participation.  The  Secretary,  therefore, 
strongly  urges  that  the  State  Agencies 
give  proper  consideration  to  both 
provider  and  consumer  concerns  which 
are  conveyed  in  the  consultation 
meetings  that  take  place  between  the 
State  Agency,  the  HSA,  and  the  SHCC. 

In  addition,  the  Secretary  reminds  all 
interested  parties  that  under  §  122.504 
and  §  123.604  the  HSAs  and  the  State 
Agencies  must  give  the  public  an 
opportunity  to  comment  on  criteria  as 
well  as  procedures  prior  to  their 
adoption.  The  Secretary  feels  that 
through  these  means,  participation  by 
government  officials,  providers, 
consumers,  and  planners  in  the 
formulation  of  review  criteria  is  assured. 

One  commenter  thought  that  since 
quality  of  care  is  monitored  by 
Professional  Standards  Review 


Organizations  (PSROs),  it  should  not  be 
included  as  a  consideration.  The 
Secretary  does  not  agree  with  this 
suggestion,  but  rather  believes  that  the 
quality  of  health  care  is  important  and 
that  to  remove  it  from  consideration  in 
appropriateness  reviews  would  be 
contrary  to  the  best  interests  of  the 
public.  It  should  be  noted  that  section 
1513(d)(1)  of  the  Act  requires  each  HSA 
to  coordinate  its  activities  with  those  of 
the  PSRO  in  its  area.  It  is  through  this 
mechanism  that  PSROs  are  expected  to 
have  a  significant  role  in  identifying 
quality  considerations  for  use  as  review 
criteria. 

The  Secretary  notes  that  Pub.  L  95- 
619,  the  National  Energy  Conservation 
Policy  Act.  which  became  law  on 
November  9, 1978,  amends  section 
1532(c)(9)  of  the  Act  to  provide  that  in 
the  case  of  a  construction  project,  the 
"costs  and  methods  of  the  proposed 
construction"  to  be  considered  must 
include  the  “costs  and  methods  of 
energy  provision.”  Because 
appropriateness  reviews  do  not  include 
reviews  of  proposed  construction 
projects,  the  original  provisions  of 
section  1532(c)(9)  of  the  Act  were  not 
included  in  the  proposed  regulation:  for 
the  same  reason  the  amended  provisions 
are  not  included  in  these  regulations. 
Reviews  of  proposed  construction 
projects  are  already  required  to  employ 
this  criterion  when  they  are  conducted 
as  reviews  of  new  institutional  health 
services  (including  certificate  of  need) 
by  42  CFR  123.409(a)(12)(i). 

Pub.  L.  95-619  also  added  paragraph 
(c)(10)  to  section  1532(c)  of  the  Act. 
providing  for  an  additional  criterion. 

This  requires  consideration  of  the 
special  circumstances  of  health  care 
facilities  and  HMOs  with  respect  to  the 
need  for  conserving  energy.  This 
provision  has  been  incorporated  into  the 
regulations  as  §  123.607(a)(ll). 

Section  123.607(a)(1)  Relationship  of 
Services  Reviewed  to  Plans 

Several  respondents  stated  that 
review  criteria  should  not  be  required  to 
include  the  relationship  of  the  health 
services  to  the  State  health  plan  (SHP). 
The  major  reason  given  for  this 
assertion  is  that  these  plans  may  not 
have  been  completed  in  time  to  allow 
the  HSAs  to  complete  their  reviews  in 
the  required  time.  Since  the  new  health 
planning  amendments  now  require  that 
reviews  consider  the  relationship  to  the 
State  health  plan,  these  regulations 
continue  to  contain  this  provision. 

The  Secretary  has  revised  this 
paragraph  to  describe  more  fully  the 
“population"  served  as  including  low 
income  persons,  racial  and  ethnic 
minorities,  women,  handicapped 
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persons,  and  other  underserved  groups. 
Further  discussion  of  these  population 
groups  is  set  forth  below  in  regard  to 
§  123.607(aKl0). 

Section  123.607(a)(3)  Need  for  the 
Services 

Several  commenters  requested  that 
the  regulation  make  provision  for  the 
special  needs  and  circumstances  of 
osteopaths,  including  their  facilities  and 
patients.  The  Secretary  has  considered 
these  comments  and  concludes  (as 
noted  in  the  Preamble  to  the  final 
regulations  governing  the  reviews  of 
new  institutional  health  services  (42  FR 
4018]  January  21, 1977)  that  to  include 
such  a  provision  in  Federal  regulations 
would  interfere  with  the  local  planning 
process  which  the  statute  was  designed 
to  foster.  As  the  distribution  of 
osteopathic  services  varies  greatly  from 
State  to  State,  and  as  the  governing 
bodies  of  the  HSAs  must  include 
consumers,  public  officials,  and 
representatives  of  provider  groups,  the 
Secretary  feels  that  osteopathic 
concerns  can  be  adequately  voiced  on 
the  boards  of  the  HSAs.  Furthermore,  he 
notes  that  the  statute  provides  for  public 
hearings  by  a  planning  agency  and  that 
there  is  opportunity  for  community  input 
in  the  development  of  both  the  HSP  and 
the  SHP,  as  well  as  in  the  adoption  of 
other  review  criteria.  Thus,  osteopathic 
concerns,  in  areas  where  they  are  a 
factor,  may  be  addressed  in  the 
applicable  health  plans  and  criteria. 

The  Secretary  reiterates  his  intent  that 
there  be  no  discrimination  against 
populations  which  wish  to  have 
osteopathic  services  and  facilities 
available.  He  therefore  encourages  State 
Aj>encies  and  HSAs  to  incorporate 
consideration  of  the  needs  of  those 
being  served  by  such  services  into  the 
health  plans.  However,  he  is  not 
advocating  the  development  of 
duplicative  systems  of  health  care  and 
of  expensive  facilities  and  equipment. 

Other  requests  for  special 
consideration  were  received  from  rural 
providers,  the  developmentally  disabled, 
and  clinical  health  manpower  training 
facilities.  The  Secretary  feels  that  the 
rationale  regarding  opportunity  to 
participate  in  HSA  and  State  Agency 
decisions  in  areas  of  the  country  where 
a  particular  need  exists,  as  discussed 
above,  is  applicable  to  a  number  of  the 
other  requests  for  special  consideration. 

One  writer  asked  whether  a  service 
ought  to  be  considered  inappropriate  if 
it  is  insufficient  to  meet  the  needs  of  the 
community.  The  Secretary  believes  that 
an  insufficiency  might  be  a  basis  for  a 
finding  of  inappropriateness,  but  should 
be  weighed  against  the  availability  of 
the  service  outside  the  immediate 


community,  the  alternative  services  to 
meet  the  same  health  needs,  and  other 
adopted  criteria.  The  Secretary 
encourages  the  use  of  appropriateness 
reviews  to  identify  areas  in  need  of 
additional  services,  as  well  as  to 
identify  excess  capacity  and  he  calls 
attention  to  §  123.608(d),  which  requires 
that  a  finding  of  inappropriateness  lead 
to  a  recommendation  for  remedial 
action. 

Section  123.607(a)(4)  Availability  of 
Alternatives 

One  commenter  suggested  that 
consideration  be  given  to  making 
comparisons  of  the  costs  of  services  by 
institutions  in  a  health  service  area. 
Another  suggested  that  the  alternate 
form  of  care  also  be  judged  as  to 
whether  it  is  less  restrictive,  citing  court 
decisions  which  state  that  disabled 
persons  have  the  right  to  treatment  in 
the  least  restrictive  environment 
appropriate  to  their  needs.  The 
Secretary  declines  to  accept  this 
suggestion.  He  feels  that  the  revised 
language  for  §  123.607(a)(3)  and  (10) 
provides  adequate  assurance  that  the 
needs  of  handicapped  persons  will  be 
considered  in  reviewing  existing 
services,  and  although  he  is  not 
prescribing  language  for  the 
handicapped  (nor  for  that  matter  any 
other  group],  he  expects  planning 
agencies  to  develop  criteria  consistent 
with  these  considerations  as  local 
circumstances  require. 

Section  123.607(a)(5)  The  Relationship 
of  Services  Reviewed  to  Existing 
System 

One  commenter  pointed  out  the 
relativity  of  the  term  “inappropriate,” 
suggesting  the  decision  depended  on 
determining  which  services  were  least 
appropriate.  Clarification  was  also 
requested  as  to  whether  the  term  relates 
to  oversupply.  While  the  Secretary  is 
concerned  with  excess  capacity,  he 
maintains  that  appropriateness  review 
must  address,  to  the  extent  practicable, 
all  of  the  characteristics  of  health 
service  delivery  systems  in  the  State.  As 
discussed  above,  the  insufficiency  of  a 
service  should  also  be  identified  during 
appropriateness  reviews,  and  the 
agencies  have  a  responsibility  for 
recommending  remedial  action. 

Section  123.607(a)(6)  Availability  of 
Resources 

A  number  of  providers  requested 
deletion  of  this  section,  which  addresses 
the  availability  of  resources  for  the 
provision  of  the  service  being  reviewed 
and  the  possible  alternate  use  of  these 
resources  for  the  provision  of  other 
health  care  services.  They  asserted  that 


this  provision  is  an  unwarranted 
intrusion  into  the  way  providers  conduct 
their  day  to  day  business  and  that  such 
a  provision  would  lead  to  the 
destruction  of  free  enterprise  in  the 
health  care  system.  The  Secretary 
believes  that  health  care  resources  are 
not  infinitely  expandable,  that  decisions 
need  to  be  made  concerning  their 
allocation,  and  that  he  would  be 
undermining  the  planning  process  if  he 
complied  with  this  request. 

Section  123.607  (a)(8)  and  (c)  Reviews 
of  Health  Maintenance  Organizations 

The  Secretary  notes  (see  the  Preamble 
to  the  NPRM  for  appropriateness 
review.  43  FR  21277,  May  16. 1977)  his 
expectation  that  areawide 
appropriateness  reviews  will  not  impact 
adversely  on  HMDs.  It  was  with  this 
expectation  that  the  special  HMO 
related  provisions  of  the  regulations 
(specifying  and  limiting  criteria  and 
providing  for  required  findings]  apply 
only  with  regard  to  institution-specific 
findings.  He  notes,  however,  that  the 
Act  clearly  requires  that  institutional 
health  services  provided  by  or  through 
an  HMO  be  subject  to  appropriateness 
reviews,  even  if  the  findings  are  stated 
only  on  an  areawide  basis.  Accordingly, 
planning  agencies  are  now  required  to 
review  only  those  services  of  HMOs 
which  are  provided  through  public  and 
private  hospitals,  rehabilitation  facilities 
and  nursing  homes.  Other  services 
provided  by  HMOs,  such  as  outpatient 
services,  are  no  longer  required  by 
statute  to  be  reviewed. 

A  few  respondents  felt  that  if  the 
Federal  government  wants  to  foster  the 
development  and  growth  of  HMOs,  the 
Secretary  should  exclude  them  from  all 
planning  and  regulatory  activities.  The 
Secretary  has  no  authority  to  exempt 
HMOs  from  all  planning  and  regulatory 
activities,  and  he  does  not  agree  that  the 
special  criteria  place  HMOs  outside  the 
regulatory  process.  The  purpose  of  these 
regulations  is  to  ensure  that  reviews  of 
HMOs  are  performed  in  a  manner 
consistent  with  the  Federal  initiative  to 
aid  in  their  development,  as  mandated 
by  section  117(a)  of  the  HMO 
Amendments  of  1976  (Pub.  L.  94-460) 
and  the  National  Health  Priorities  in 
section  1501  of  the  Act.  He  submits 
further  that  the  history  of  the 
development  of  the  HMO  system  of 
health  delivery  shows  that  they  have 
been  the  object  of  discrimination  by 
some  in  the  medical  community.  He 
feels  that  these  regulations  will 
establish  a  process  which  may  help 
protect  them  from  this  discrimination 
and  will  place  them  on  an  equal  footing 
with  other  providers. 
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Other  commenters  asserted  that 
HMDs  should  not  be  given  special 
privileges  or  be  judged  by  special 
criteria,  since  this  approach  is 
discriminatory  against  other  health  care 
providers  and  sets  a  precedent  for  other 
exceptions.  The  Secretary  does  not 
agree  that  this  regulation  discriminates 
against  other  providers.  It  simply 
implements  the  Congressional  intent,  as 
set  forth  in  Pub.  L.  93-641,  93-222,  96-79 
and  94-460,  that  the  development  of 
HMOs  be  encouraged  and  that  HMOs 
be  given  special  consideration  in  the 
health  planning  process. 

One  commenter  suggested  that  HMO 
members  be  subtracted  from  the 
population  base  which  is  used  to  justify 
new  non-HMO  services.  The  Secretary 
notes  that  it  is  the  responsibility  of 
health  planning  agencies  to  plan  for 
health  services  for  the  total  population 
of  their  planning  areas  for  all  types  of 
services.  Nothing  in  these  regulations 
lessens  the  responsibility  of  health 
planning  agencies  to  plan  for  the 
segment  of  the  population  who  are  HMO 
enrollees,  or  to  implement  their  plans 
within  the  requirements  of  the 
regulations.  However,  the  Secretary 
does  feel  that  population  based  planning 
must  take  into  consideration  that  certain 
populations  obtain  service  from 
separate  providers,  such  as  Federal 
health  care  facilities  or  HMOs. 

The  Secretary  has  reviewed  these 
sections  and  agrees  with  the 
commenters  who  questioned  the 
applicability  of  §  122.508(d)  and 
§  123.608(d]  (as  well  as 
§  123.607(aj(8)(ii))  to  appropriateness 
reviews.  He  notes  that  while  it  is 
necessary  to  consider  the  relationship  of 
HMO  services  to  the  health  system 
services  as  a  whole,  it  is  not  advisable 
to  evaluate  the  HMO  services  in  such  a 
way  as  to  encourage  their  being  deemed 
inappropriate  simply  because  the 
service  may  be,  or  may  become, 
available  from  non-HMO  providers.  He 
feels  that  these  proposed  provisions, 
although  helpful  in  certificate  of  need 
reviews,  would  create  unintended 
hardships  for  HMO's  in  appropriateness 
reviews.  Therefore,  the  Secretary  has: 

(1)  Deleted  two  of  these  paragraphs 
(§  122.508(d]  and  §  123.608(d)]  from  the 
regulations,  and  (2)  clarified  the  other 
provision  (§  123.607(a)(8)(ii))  to  state 
that  the  agencies  shall  consider  whether 
the  services  could  be  obtained  from  non- 
HMO,  or  other  HMO,  providers  in  a 
reasonable  and  cost-effective  way, 
consistent  with  the  HMO  mode  of 
operation.  He  does  not,  however,  agree 
with  the  commenter  who  also  advised 
deleting  §  123.607(a)(8)(iii).  He  urges 
health  planning  agencies  to  submit. 


under  the  provisions  of 
§  123.607(a)(8)(iii),  any  other  factors 
which  they  propose  to  use  to  determine 
the  appropriateness  of  these  HMOs 
within  the  health  delivery  system, 
including  the  relationship  of  one  HMO 
to  other  HMOs  or  to  non-HMO 
providers. 

Section  123.607(a)(9)  Special  Needs 
and  Circumstances  of  Biomedical  and 
Behavioral  Research  Projects 

One  commenter  asked  whether 
specific  criteria  should  be  used  by  the 
State  Agency  for  review  of  research 
projects  of  national  importance  and 
whether,  in  fact,  findings  regarding  such 
projects  would  have  the  effect  of 
recommendations  to  the  Secretary.  The 
Secretary  points  out  that  this 
subparagraph  requires  the  HSAs  and 
State  Agencies  to  take  into 
consideration  needs  of  projects  which 
may  extend  beyond  their  boundaries. 
Appropriateness  reviews,  based  in  part 
on  this  consideration,  result  in  findings, 
not  in  recommendations  to  the 
Secretary.  He  points  out  that  these 
findings  may  provide  the  basis  for 
HSA’s  reviews  of  proposed  uses  of 
Federal  funds  within  their  areas  under 
section  1513(e)  of  the  Act.  Nevertheless, 
the  Secretary  encourages  the  State 
Agencies  to  notify  the  appropriate 
Federal  funding  agency  when  it 
determines  that  a  Federally  funded 
research  project  is  inappropriate, 
although  he  is  not  requiring  by 
regulation  that  they  do  so. 

Section  123.607(a)(10)  Needs  of 
medically  underserved  groups  and 
groups  with  problems  of  equal  access  to 
health  care, 

Commenters  both  praised  and 
criticized  the  proposal  that 
consideration  be  given  the  contribution 
of  the  institutional  health  service  in 
meeting  the  health  related  needs  of 
women,  minorities  and  the  handicapped. 
Some  suggested  that  the  regulations  be 
expanded  to  include  additional  groups 
such  as  the  elderly,  children,  pregnant 
women  and  the  medically  underserv'ed 
generally,  whose  health  care  problems 
merit  special  consideration. 

Others  thought  that  there  is  no 
evidence  that  women  and  minorities 
have  special  unmet  health  care  needs 
and  that  requiring  their  consideration 
places  HSAs  in  the  role  of  civil  rights 
investigators.  Another  commenter 
questioned  the  legal  basis  for  the  section 
and  said  that  §  123.607(a)(3),  (the  “need 
that  the  population  ser\'ed  *  *  *  has  for 
such  services”)  logically  includes 
consideration  of  any  special  needs.  One 
commenter  suggested  that  such 
consideration  prevented  giving  equal 


consideration  to  needs  of  all  individuals 
in  the  health  service  area.  And  finally,  a 
State  Agency  stated  that  this  provision 
was  unnecessary  because  consideration 
of  the  needs  of  these  and  other  groups 
would  already  be  part  of  an  agency’s 
planning  process. 

After  thoughtful  consideration  of  the 
comments,  the  Secretary  is  revising 
§  123.607(a)(10)  by  stating  that  special 
consideration  shall  be  given  to  the 
needs  of  “members  of  medically 
underserved  groups  and  members  of 
groups  which  have  traditionally 
experienced  difficulties  in  obtaining 
equal  access  to  health  services.” 

The  regulation  then  cites  low  income 
persons,  racial  and  ethnic  minorities, 
women,  and  handicapped  persons  as 
examples  of  these  groups.  The  Secretary 
points  out  that  these  are  only  illustrative 
and  that  there  may  be  other  groups 
whose  needs  merit  special  attention  in 
particular  health  service  areas  or  States. 
The  regulation  also  calls  attention  to 
those  health  related  needs  identified  in 
the  applicable  health  systems  plan  and 
annual  implementation  plan  as 
deserving  of  priority. 

The  Secretary  believes  the  revision 
serves  several  purposes.  First,  while 
highlighting  several  of  the  more 
prominent  groups  which  are 
underserved  or  have  problems  of  access, 
it  does  not  limit  consideration 
exclusively  to  them.  Second,  it  enables 
agencies  to  identify  the  groups  in  their 
area  which  have  traditionally 
experienced  access  problems  and  to 
provide  special  consideration  as  to  how 
the  health  related  needs  of  these  groups 
can  be  met.  Third,  the  section  is 
designed  to  remind  the  agencies  that  the 
Secretary  is  vitally  interested  in  the 
health  care  that  is  accorded  to  these 
example  groups  and  will  be  monitoring 
their  situations  closely. 

While  the  Secretary  agrees  that 
consideration  of  the  “need  the 
population  served  *  *  *  has  for  such 
(proposed)  services”  can  be  read 
broadly  to  include  the  needs  of  these 
groups,  he  has  concluded  that  this  more 
explicit  statement  is  necessary  because 
it  is  the  most  appropriate  way  to  call 
attention  to  problems  of  equal  access 
and  medical  underservice,  given  the 
Department’s  strong  commitment  to 
resolving  these  problems. 

The  Secretary  views  the  promulgation 
of  paragraph  (a)(10)  as  clearly  being 
authorized  because:  (1)  Section  1532(c) 
of  the  Act  refers  to  criteria  which 
include  consideration  of  “at  least”  the 
factors  specified  in  the  Act,  (2)  the 
Secretary  views  paragraph  (a)(10)  as 
being  a  more  explicit  statement  of 
paragraph  (a)(3)  (which  is  derived  from 
Section  1532(c)(3)  of  the  Act),  and  (3) 
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issues  of  equal  access  and  medical 
underservice  were  so  explicitly  referred 
to  by  the  Congress  in  enacting  Title  XV 
(see,  for  example,  Sections  2(a)(2)  and 
(3)  of  Pub.  L  93-641,  Sections  1502  and 
1532(c)  of  the  Act). 

Section  123.607(b)  Criteria  for  different 
types  of  reviews. 

The  individual  character  of  each  State 
and  health  service  area  will  dictate  the 
criteria  to  be  used  in  reviewing  the 
services  offered  in  that  area.  Different 
factors  will  assume  different  degrees  of 
importance,  depending  on  such 
considerations  as  the  nature  of  the 
service  under  review  and  the 
characteristics  of  the  area  where  the 
review  is  being  conducted.  The 
recommendation  or  finding  that  results 
from  an  appropriateness  review  should 
be  based  on  the  integrated  application 
of  all  criteria,  rather  than  absolute 
compliance  with  each  set.  The  Secretary 
agrees  that  additional  clarity  is  needed 
and  therefore,  is  revising  §  123.607(b),  by 
adding  that  “should  an  agency  fail  to 
use  criteria  addressing  all  six  of  the 
characteristics  of  a'ppropriateness  in  a 
review,  it  must  explain  this  in  the 
finding.”  Technical  assistance,  in  the 
form  of  suggestions  of  possible 
measures  of  the  six  characteristics  of 
appropriateness,  will  be  made  available 
to  the  agencies.  Definitions  of  these  six 
characteristics  are  in  the  Guidelines  for 
the  Development  of  Health  Systems 
Plans  and  Annual  Implementation 
Plans,  distributed  with  the  Bureau  of 
Health  Planning’s  Program  Policy  Notice 
79-05. 

Sections  122.508  and  123.608  Required 
recommendations/findings. 

One  commenter  questioned  the 
negative  impact  on  an  institution  of 
making  public  a  finding  of 
inappropriateness.  In  the  absence  of 
regulatory  sanctions,  planning  agencies 
can  rely  only  on  voluntary  actions 
which  may  be  stimulated  (in  part)  by  the 
public  finding.  While  this  may  have  a 
negative  impact  upon  a  given  institution, 
it  should  result  in  better  overall  health 
care  by  stimulating  the  institutions 
affected,  the  community,  and  the 
planning  agency  to  seek  solutions 
through  suggested  remedial  action  to  the 
causes  of  the  finding. 

Several  commenters  objected  to 
paragraphs  (e)  of  these  sections, 
regarding  inpatient  facilities  of  HMOs. 
Some  advised  deleting  the  provisions 
entirely  because  it  was  not  suitable  for 
use  in  appropriateness  reviews.  The 
Secretary  has  reexamined  the  proposed 
required  findings  and  has  deleted 
proposed  §  122.508(e)  and  §  123.608(e) 
as  superfluous.  He  has  also  deleted 


§  122.508(d)  and  §  123.608(d)  because  he 
has  concluded  that  the  limited  review 
criteria  which  may  be  applied  to  HMOs 
are  sufficient  to  prevent  discrimination 
against  HMOs  in  the  review  process. 

Sections  122.508(f)  and  123.608(f) 
(Renumbered  as  §  122.508(d)  and 
§  123.608(d)  Plan  for  remedial  action. 

A  number  of  commenters  were 
concerned  about  the  requirement  that 
HSAs  and  State  Agencies  suggest 
remedial  actions  whenever  they  hnd  a 
service  inappropriate.  Some  commenters 
felt  it  should  be  clear  that  the  remedial 
actions  would  be  voluntary,  and  one  felt 
that  development  of  remedial  action 
plans  should  not  be  a  function  of  HSAs 
or  State  Agencies;  rather  it  should  be 
performed  by  the  governing  body  of  the 
institutions  in  question. 

Another  commenter  was  concerned 
that  the  kinds  of  ffndings  and 
recommendations  which  might  be 
developed  would  need  to  provide  an 
adequate  basis  for  administrative  or 
judicial  review  which  might  occur  in  the 
event  of  an  appeal.  Several  other 
commenters  believed  that  the  language 
in  the  proposed  rule  did  not  adequately 
emphasize  that  HSAs  and  State 
Agencies  should  actively  work  with  all 
affected  groups  to  change  or  eliminate 
inappropriate  services. 

The  Secretary  believes  that  a  finding 
of  inappropriateness  carries  with  it  an 
obligation  for  suggesting  remedial  action 
which  is  consistent  with  the  planning 
functions  of  Sections  1513  and  1523  of 
the  Act.  This  requirement  to  develop 
remedial  action  suggestions  is  intended 
to  encourage  HSAs  and  State  Agencies 
to  refine  their  analyses  of  the 
appropriateness  of  services  to  the  point 
where  specific  actions  can  be  suggested. 
The  Secretary  intends  that  it  will  serve 
as  a  check  on  health  planning  agencies, 
preventing  them  from  arbitrarily  finding 
services  provided  in  the  area  to  be 
inappropriate. 

Although  some  States  may  wish  to 
develop  regulatory  programs  around  the 
appropriateness  review  function,  the 
Secretary  expects  that  most  States  and 
agencies  will  rely,  at  least  initially,  on 
the  voluntary  efforts  of  institutions  to 
implement  the  remedial  actions 
suggested  to  them.  Moreover,  the 
Secretary  feels  strongly  that  planning 
agencies  should  work  closely  with 
institutions  which  provide  services  that 
have  been  deemed  inappropriate  in 
order  to  obtain  agreement  on  reasonable 
remedial  actions. 

With  regard  to  the  need  for  findings 
and  recommendations  to  constitute  an 
adequate  basis  for  further 
administrative  or  judicial  review,  the 
Secretary  concurs  that  such  findings  and 


recommendations  need  to  go  beyond  the 
mere  statement  of  whether  a  service  is 
deemed  appropriate  or  inappropriate. 
Any  finding  or  recommendation  should 
be  supported  by  a  summary  of  major 
comments  and  information  received.  It 
should  also  explain  how  any  concerns 
or  problems  raised  were  resolved  by  the 
agency  and  what  led  the  agency  to  its 
ultimate  finding  or  recommendation. 
Moreover,  although  findings  and 
recommendations  need  not  address  all 
six  characteristics  in  detail,  the  record 
should  show  that  the  agency  gave 
consideration  during  the  course  of  its 
review  to  all  six  of  those  characteristics 
(availability,  accessibility,  acceptability, 
continuity,  cost,  and  quality)  as  well  as 
all  other  criteria  which  apply  to  the 
service  being  reviewed,  or  explain  in  its 
findings  why  it  has  chosen  not  to  do  so. 

Remedial  action  plans  should  be 
developed  by  the  HSA  and  the  State 
Agency  after  due  consideration  of  the 
suggestions  received  from  the 
institutions  involved,  major  creditors, 
third  party  insurers,  consumers,  and 
providers  of  health  services  which 
would  be  affected  by  the  proposed 
remedial  action.  Examples  of  potential 
remedial  action  would  include  the 
possibility  of  conversion  of  some 
services  to  other  health  care  uses,  use  of 
facilities  that  are  nearby,  or  the 
elimination  of  the  service  together  with 
some  plan  for  providing  patient  access 
to  other  convenient  facilities. 

One  commenter  felt  that  the  remedial 
plans  could  not  be  effective  unless  they 
dealt  with  specific  institutions.  As 
indicated  previously,  the  Secretary 
agrees  that  remedial  plans  which 
address  changes  in  individual 
institutions  will  ultimately  have  a 
greater  impact  on  the  health  care  system 
than  those  which  deal  generally  with 
services  being  provided  in  the  area. 
However,  remedial  plans  which  are 
applicable  to  services  provided  over  an 
entire  health  service  area  will  still  have 
value  which  will  vary  as  a  function  of 
the  services  being  reviewed.  For 
example,  if  there  is  a  widespread 
problem  of  access  to  primary  care  in  a 
health  service  area,  such  a  finding  and 
the  formulation  of  a  remedial  action 
plan  could  be  used  to  assist  in  the 
development  of  additional  primary  care 
resources.  A  second  example  is  a 
finding  that  the  delivery  of  a  particular 
service  is  inapjjropriate  because  of  the 
setting  in  which  it  is  offered  or  most 
frequently  offered  in  the  area  (e.g.,  end 
stage  renal  disease  services  provided 
primarily  at  clinics,  as  opposed  to  a 
home  setting).  Another  example  might 
be  psychiatric  services  provided 
primarily  on  an  inpatient  basis  instead 
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of  community  alternatives  such  as 
outpatient  services  or  partial 
hospitalization  services. 

As  agencies  gain  experience  with 
appropriateness  reviews,  the  nature  of 
remedial  actions  which  they  suggest  will 
provide  a  basis  to  evaluate  the  need  for 
further  action.  The  Secretary  will  be 
carefully  monitoring  the  effectiveness  of 
remedial  action  plans.  If  it  becomes 
evident  that  remedial  action  plans  lack 
adequate  specificity,  the  Secretary  will 
consider  changing  the  requirements  for 
these  plans.  For  the  time  being, 
however,  he  feels  that  the  lack  of 
experience  with  appropriateness  review 
does  not  justify  any  greater  degree  of 
specificity  than  was  set  forth  in  the 
NPRM. 

One  change,  however,  has  been 
adopted  to  make  §  122.508(f)  and 
§  123.606(f)  of  the  NPRM.  now  numbered 
§  122.506(d)  and  §  123.608(d)  more 
consistent.  That  is,  both  sections  now 
require  agency  plans  for  remedial  action 
only  to  the  extent  practicable. 

Accordingly,  42  CFR  Parts  122  and  123 
are  amended  in  the  manner  set  forth 
below. 

Dated:  February  6. 1979. 

|uliu8  B.  Richmond, 

Assistant  Secretary'  for  Health. 

Approved;  November  26. 1979. 

Patricia  Roberts  Harris, 

Secretary. 

PART  122— HEALTH  SYSTEMS 
AGENCIES 

1,  Part  122  of  Title  42.  CFR.  is 
amended  by  adding  thereto  a  new 
Subpart  F,  to  read  as  follows: 

Subpart  F— Health  Systems  Agency 
Reviews  of  Existing 

Institutional  Health  Services  for 
Appropriateness 

Sec. 

122.501  Definitions. 

122.502  Purpose  and  applicability. 

122.503  Appropriateness  review  work 
program. 

122.504  Adoption  and  public  notice  of 
review  procedures  and  criteria. 

122.505  Procedures  for  health  systems 
agency  review. 

122.506  Exceptions  to  use  of  procedures. 

122.507  Criteria  for  health  systems  agency 
review. 

122.506  Required  recommendations. 

Authority:  Sec.  215  of  the  Public  Health 
Service  Act.  58  Stat.  690  (42  U.S.C.  216); 
sections  1513  and  1532  of  the  Public  Health 
Service  Act.  as  amended,  93  Stat.  592-630  (42 
u  s  e.  3001-2,  300n-l) 


Subpart  F — Health  Systems  Agency 
Reviews  of  Existing  Institutional 
Health  Services  for  Appropriateness 

§  122.501  Definitions. 

Except  for  the  term  “institutional 
health  services,”  terms  used  in  this 
subpart  shall  have  the  meaning  given 
them  in  Subparts  A  (Definitions)  and  D 
(Procedures  and  Criteria  for  Review  of 
New  Institutional  Health  Services)  of 
this  part.  In  addition,  as  used  in  this 
subpart: 

The  term  “institutional  health 
services”  means  health  services  which 

(a)  are  provided  through  private  or 
public  hospitals,  rehabilitation  facilities, 
and  nursing  homes,  and  (b)  entail 
annual  operating  costs  of  at  least  the 
expenditure  minimum.  For  purposes  of 
this  paragraph,  the  term  “expenditure 
minimum”  means  $75,000  for  the  twelve 
month  period  beginning  with  October 
1979,  and  for  each  twelve  month  period 
thereafter,  $75,000  or,  at  the  discretion  of 
the  State,  the  figure  in  effect  for  the 
preceding  twelve  month  period,  adjusted 
to  reflect  the  change  in  the  preceding 
twelve  month  period  in  an  index  to  be 
specified  by  the  Secretary. 

The  term  “existing  institutional  health 
services”  or  “services”  means 
institutional  health  ser\’ices: 

(a)  Being  offered  in  the  health  service 
area  at  the  time  of  review  for 
appropriateness,  or 

(b)  Offered  at  any  time  in  the  12 
months  prior  to  the  review  and  also 
planned  to  be  offered  at  any  time  in  the 
12  months  following  the  review,  or 

(c)  which  will  be  offered  during  the  12 
months  following  the  review, 

A  finding  of  “appropriateness”  means 
a  finding  that  a  service  meets  the  needs 
of  a  population,  in  accordance  with  the 
criteria  development  and  published 
under  §  122.507. 

The  term  “areawide  review"  means 
the  review  of  a  specific  institutional 
health  service  as  delivered  by  all  the 
institutions  providing  the  service  in  the 
health  service  area  (a)  which  shall 
culminate  in  recommendations 
regarding  the  appropriateness  of  that 
service  over  the  entire  health  service 
area,  and  (b)  which  may  result  in 
recommendations  regarding  the 
appropriateness  of  that  service  in  a 
particular  institution. 

§  122.502  Purpose  and  applicability. 

Section  1513(g)  of  the  Act  requires 
each  health  systems  agency  to  review 
on  a  periodic  basis,  but  at  least  every  5 
years,  all  institutional  health  services 
offered  in  its  health  service  area  and  to 
make  recommendations  to  the  State 
Agency  for  each  State  in  which  any  part 
of  the  health  systems  agency’s  health 


service  area  is  located  respecting  the 
appropriateness  in  the  area  of  such 
services  (hereinafter  referred  to  as  an 
appropriateness  review).  Section  1532(a) 
of  the  Act  requires  that  in  performing  its 
review  functions  under  section  1513(g) 
of  the  Act  or  in  conducting  any  other 
reviews  of  existing  health  services,  each 
health  systems  agency  shall  follow 
procedures  and  apply  criteria  developed 
and  published  by  the  health  systems 
agency  in  accordance  with  regulations 
of  the  Secretary.  This  subpart  sets  forth 
minimum  procedures  and  criteria  to  be 
used  by  health  systems  agencies  in 
conducting  these  reviews  and  the 
requirements  respecting  the  assumption, 
conduct,  and  timing  of  the 
appropriateness  review  function  by 
health  systems  agencies;  requirements 
respecting  the  coordination  with  the 
State  Agency  and  the  Statewide  Health 
Coordinating  Council;  and  the 
administrative  steps  which  are 
necessary  for  the  effective  performance 
of  the  appropriateness  reviews. 

Note. — Under  42  CFR  122.106(c),  a  health 
systems  agency  may  not  perform  the 
appropriateness  review  function  during  its 
first  year  of  conditional  designation,  and  may 
not  in  any  event  perform  this  function  during 
its  period  of  conditional  designation  until  it 
has  established  a  health  systems  plan  and 
annual  implementation  plan  in  accordance 
with  sections  1513(b)(2)  and  (3)  of  the  Act, 
and  the  Secretary  has  in  writing  authorized 
the  agency  to  perform  this  function. 

§  122.503  Appropriateness  review  work 
program. 

(a)  Each  appropriateness  review  shall 
be  performed  on  an  areawide  basis  and 
shall  result  in  a  finding  as  to  the 
appropriateness  of  the  service  being 
reviewed  as  it  is  delivered  in  the  health 
service  area.  The  health  systems  agency 
may,  at  the  same  time,  make  findings  as 
to  the  appropriateness  of  that  service  in 
particular  institutions. 

(b)  The  work  program  submitted  by 
each  health  systems  agency  in 
accordance  with  42  CFR  122.104(a)(3)  or 
(b)(9),  whichever  is  applicable,  shall 
with  respect  to  the  assumption  and 
continuing  performance  of  the 
appropriateness  review  function: 

(1)  Specify  the  steps  to  be  taken  to 
develop  procedures  and  criteria  to  be 
applied  in  performance  of 
appropriateness  reviews,  in  consultation 
with  the  Statewide  Health  Coordinating 
Council  and  State  Agency  of  each  State 
in  which  any  part  of  the  health  systems 
agency’s  health  service  area  is  located; 

(2)  Include  an  assurance  (i)  that  the 
health  systems  agency  will  abide  by  the 
decision  of  the  State  Agency  with 
respect  to  the  definitions  of  services, 
priorities  among  services,  and  the 
schedule  for  areawide  reviews  of  such 
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services  if  the  State  Agency  written 
decision  is  communicated  to  the  health 
systems  agency  within  6  months 
following  publication  of  these 
regulations;  or  after  such  time  (ii)  that 
the  health  systems  agency  will  abide  by 
the  definitions  of  services  and  schedules 
for  reviews  agreed  to  by  the  majority  of 
the  health  systems  agencies  in  the  State, 
and  will  give  priority  in  its  reviews  to 
services  for  which  National  Guidelines 
for  Health  Planning  have  been  issued. 

(3)  Provide  for  the  establishment  of 
administrative  procedures  governing  the 
transmittal  of  appropriateness  review 
recommendations  to  the  State  Agency  in 
accordance  with  procedural 
requirements  established  by  the  State 
Agency;  and 

(4)  Specify  the  steps  necessary  to 
complete  areawide  appropriateness 
reviews  of  all  existing  institutional 
health  services  within  3  years  of  the 
date  of  the  health  systems  agency’s 
initial  full  designation  and  during  each 
succeeding  5-year  period.  Review 
schedule  priorities  may  be  established, 
but  such  review  priority  setting  shall  not 
result  in  the  exclusion  from  review  of 
any  existing  institutional  health  service 
during  any  applicable  time  period. 

(c)  Each  health  systems  agency  shall, 
within  three  months  after  the  effective 
date  of  these  regulations,  submit  to  the 
Secretary  a  revised  work  program  under 
§  122.104(a)(3]  or  (b)(9]  of  this  title, 
whichever  is  applicable,  which 
conforms  to  the  requirements  of  this 
section. 

§  122.504  Adoption  and  public  notice  of 
review  procedures  and  criteria. 

The  provisions  of  42  CFR  122.305 
apply  to  the  adoption  and  public  notice 
of  review  procedures  and  criteria  under 
this  subpart. 

§  122.505  Procedures  for  health  systems 
agency  review. 

(a)  The  procedures  adopted  and  used 
by  a  health  systems  agency  conducting 
the  reviews  covered  by  this  subpart 
shall  include  at  least  the  following: 

(1)  Written  notification  to  affected 
persons  of  the  beginning  of  a  review. 
Written  notification  to  members  of  the 
public  may  be  provided  through 
newspapers  of  general  circulation  in  the 
area  and  public  information  channels; 
notification  to  all  other  affected  persons 
shall  be  by  mail  (which  may  be  as  part 
of  a  newsletter).  “Affected  persons” 
include  at  a  minimum,  the  person  whose 
service  is  being  reviewed,  the  State 
Agency  for  each  State  in  which  all  or 
any  part  of  the  agency's  health  service 
area  is  located,  health  systems  agencies 
serving  contiguous  health  service  areas, 
health  care  facilities  and  HMOs  located 


in  the  health  service  area  which  provide 
institutional  health  services,  entities 
with  which  the  health  systems  agency 
must  coordinate  its  activities  pursuant 
to  section  1513(d)  of  the  Act,  any  agency 
which  establishes  rates  for  health  care 
facilities  or  HMOs  in  its  health  service 
area,  and  those  members  of  the  public 
who  are  to  be  served  by  the  service 
subject  to  review. 

(2)  Schedules  for  areawide  reviews 
which  provide  that  no  review  shall,  to 
the  extent  praticable,  take  longer  than 
180  days  from  the  date  of  notification  to 
affected  persons  made  in  accordance 
with  paragraph  (a)(1)  of  this  section  to 
the  date  of  submission  of  the  health 
systems  agency’s  recommendations  to 
the  State  Agency. 

(3)  Provision  for  persons  subject  to  a 
review  to  submit  to  the  health  systems 
agency  such  information  as  the  health 
systems  agency  may  require  concerning 
the  subject  of  such  review,  in  the  form 
and  manner  and  containing  the 
information  which  the  health  systems 
agency  shall  prescribe  and  publish.  Such 
information  requirements  may  vary 
according  to  the  purpose  for  which  a 
particular  review  is  being  conducted  or 
the  type  of  health  service  being 
reviewed;  however,  the  health  systems 
agency  may  require  no  information  of  a 
person  subject  to  review  which  is  not 
prescribed  and  published  as  being 
required  in  accordance  with  §  122.504. 

(4)  Provision  for  written  findings 
which  state  the  basis  for  any 
recommendations  made  by  the  health 
systems  agency. 

(5)  Notification  of  providers  of  health 
services  and  other  persoiis  subject  to  the 
health  systems  agency  review  of  the 
status  of  the  health  systems  agency's 
review  of  the  institutional  health 
services,  findings  made  in  the  course  of 
the  review,  and  other  appropriate 
information  respecting  the  review. 

(6)  Provision  for  (i)  public  hearings  in 
the  course  of  the  health  systems  agency 
review  if  requested  by  persons  affected 
by  the  review,  and  (ii)  that  any  person 
may,  for  good  cause  shown,  request  in 
writing  a  public  hearing  for  purposes  of 
reconsideration  of  a  health  systems 
agency  recommendation  derived  from 
an  institution-specific  finding. 

(7)  Preparation  and  publication  of 
regular  reports  by  the  health  systems 
agency  of  the  reviews  being  conducted 
(including  a  statement  concerning  the 
status  of  each  such  review),  and  of  the 
reviews  completed  by  the  health 
systems  agency  (including  a  general 
statement  of  the  findings  made  in  the 
course  of  these  reviews  and  the 
recommendations  made  to  the  State 
Agency)  since  the  publication  of  the  last 
report 


(8)  Access  by  the  general  public  to  all 
written  materials  pertinent  to  any  health 
systems  agency  review. 

(b)  Procedures  adopted  for  reviews  in 
accordance  with  paragraph  (a)  of  this 
section  may  vary  according  to  the  type 
of  health  service  being  reviewed. 

(c)  The  procedures  adopted  for 
reviews  may  provide  that  the 
requirements  of  paragraph  (a)(3)  of  this 
section  shall  be  deemed  satisfied  for 
any  health  service  area  within  the  State 
if  Ae  State  Agency  has  provided  for  a 
corresponding  procedure. 

§  122.506  Exceptions  to  use  of 
procedures. 

A  health  systems  agency  may,  with 
respect  to  any  type  or  group  of  reviews, 
request  from  the  Secretary  an  exception 
to  the  requirement  that  it  use  review 
procedures  which  meet  the  requirements 
of  §  122.506.  The  requirements  of  42  CFR 
122.307  apply  to  such  a  request  for  an 
exception. 

§  122.507  Criteria  for  health  systems 
agency  review. 

The  provisions  of  42  CFR  123.607 
apply  to  the  adoption  and  use  of  review 
criteria  under  this  subpart. 

§  122.508  Required  recommendations. 

(a)  After  completing  its  review  of  an 
existing  institutional  health  service  a 
health  systems  agency  shall  make 
recommendations  respecting  the 
appropriateness  of  the  service  in  its 
health  service  area  to  the  State  Agency 
of  each  State  in  which  all  or  any  part  of 
the  health  systems  agency’s  health 
service  area  is  located. 

(b)  A  health  systems  agency  may  not 
recommend  that  a  State  Agency  find  an 
existing  institutional  health  service  to  be 
inappropriate  unless  the  health  systems 
agency  has  stated  in  writing  that  the 
service  has  not  met  one  or  more  of  the 
established  criteria  of  the  health 
systems  agency  and  the  ways  in  which 
the  service  failed  to  meet  the  criteria, 
including  any  that  are  beyond  the 
control  of  the  person(s)  providing  that 
service. 

(c)  A  health  systems  agency,  in 
conducting  an  areawide  review  which 
results  in  institution-specific  findings 
may  not  recommend  that  an  existing 
institutional  health  service  provided  by 
or  through  an  HMO  be  found 
inappropriate  solely  because  there  is  an 
HMO  of  the  same  type,  as  specified  in 
section  1310(b)  of  the  Act,  in  the  same 
health  service  area,  or  solely  because 
the  services  being  reviewed  are  not 
discussed  in  the  applicable  health 
systems  plan,  annual  implementation 
plan,  or  State  health  plan. 
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(d)  When  a  health  systems  agency 
recommends  to  a  State  Agency  that  a 
service  be  found  inappropriate,  the 
health  systems  agency  shall,  to  the 
extent  practicable,  suggest  to  the  State 
Agency  a  plan  for  remedial  action. 

PART  123— STATE  HEALTH 
PLANNING  AND  DEVELOPMENT 
AGENCIES 

2.  Part  123  of  Title  42,  is  amended  by 
adding  thereto  a  new  Subpart  G,  to  read 
as  follows: 

Subpart  G— State  Agency  Reviews  of 
Existing  Institutional  Health  Services  for 
Appropriateness 

Sec. 

123.601  Definitions. 

123.602  Purpose  and  applicability. 

123.603  Appropriateness  review  work 
program. 

123.604  Adoption  and  public  notice  of 
review  procedures  and  criteria. 

123.605  Procedures  for  State  Agency  review. 

123.606  Exceptions  to  use  of  procedures. 

123.607  Criteria  for  State  Agency  review. 

123.608  Required  findings. 

Authority:  Sea  215  of  the  Public  Health 

Service  Act,  58  Stat.  690  (42  U.S.C.  216);  secs. 
1523  and  1532  of  the  Public  Health  Service 
Act.  as  amended,  93  Stat.  592-630  (42  U.S.C. 
300m-2.  300n-l). 

Subpart  G— State  Agency  Reviews  of 
Existing  Institutional  Health  Services 
for  Appropriateness 

§  123.601  Definitions. 

Except  for  the  term  “institutional 
health  services,"  terms  used  in  this 
subpart  shall  have  the  meaing  given 
them  in  Subparts  A  (definitions)  and  E 
(certificate  of  need  and  review  of  new 
institutional  health  services)  of  this  part. 
In  addition,  as  used  in  this  subpart: 

The  term  “institutional  health 
services,"  means  health  services  which 

(a)  are  provided  through  private  or 
public  hospitals,  rehabilitation  facilities, 
and  nursing  homes,  and  (b)  entail 
annual  operating  costs  of  at  least  the 
expenditure  minimum.  For  purposes  of 
this  paragraph,  the  term  “expenditure 
minimum”  means  $75,000  for  the  twelve 
month  period  beginning  with  October 
1979,  and  for  each  twelve  month  period 
thereafter,  $75,000  or,  at  the  discretion  of 
the  State,  the  figure  in  effect  for  the 
preceding  twelve  month  period,  adjusted 
to  reflect  the  change  in  the  preceding 
twelve  month  period  in  an  index  to  be 
specified  by  the  Secretary. 

The  term  “existing  institutional  health 
services"  or  "services"  means 
institutional  health  services: 

(a)  Being  offered  in  the  State  at  the 
time  of  review  for  appropriateness,  or 

(b)  Offered  at  any  time  in  the  12 
months  prior  to  the  review  and  also 


planned  to  be  offered  at  any  time  in  the 
12  months  following  the  review,  or 

(c)  Which  will  be  offered  during  the  12 
months  following  the  review. 

A  finding  of  “appropriateness”  means 
a  finding  that  the  service  meets  the 
needs  of  a  population  in  accordance 
with  the  criteria  developed  and 
published  under  §  123.607. 

The  term  “areawide  review"  means 
the  review  of  a  specific  institutional 
health  service  as  delivered  by  all  the 
institutions  providing  the  service  in  a 
health  service  area  or  State  (a)  which 
shall  culminate  in  findings  regarding  the 
appropriateness  of  that  service  over  the 
entire  health  service  area  or  State,  and 
(b)  which  may  result  in 
recommendations  regarding  the 
appropriateness  of  that  service  in  a 
particular  institution. 

§123.602  Purpose  and  applicability. 

Section  1523(a)(6)  of  the  Act  requires 
each  State  health  planning  and 
development  agency  to  review  on  a 
periodic  basis  (but  not  less  often  than 
every  5  years)  all  institutional  health 
services  being  offered  in  the  State 
(hereinafter  referred  to  as  an 
appropriateness  review)  and.  after 
consideration  of  the  recommendations 
submitted  by  health  systems  agencies 
under  Section  1513(g)  of  the  Act  and  42 
CFR  Part  122,  Subpart  F.  to  make  public 
its  findings  as  to  the  appropriateness  of 
such  services.  Section  1523(b)(3)  of  the 
Act  requires  the  State  Agency  to 
complete  its  findings  as  to  the 
appropriateness  of  any  existing 
institutional  health  service  within  one 
year  after  the  date  a  health  systems 
agency  has  made  its  recommendation 
with  respect  to  the  appropriateness  of 
the  service  under  Section  1513(g)  of  the 
Act  and  42  CFR  Part  122,  Subpart  F. 
Section  1532(a)  of  the  Act  requires  that 
in  performing  its  review  functions  under 
Section  1523  of  the  Act  (which  includes 
reviews  conducted  under  Section 
1523(a)(6)),  each  State  Agency  shall 
(except  to  the  extent  approved  by  the 
Secretary)  follow  procedures  and  apply 
criteria  developed  and  published  by  the 
State  Agency  in  accordance  with 
regulations  of  the  Secretary.  This 
subpart  sets  forth  minimum  procedures 
and  criteria  to  be  used  by  State 
Agencies  in  conducting  these  reviews; 
requirements  respecting  the  assumption, 
conduct,  and  timing  of  the 
appropriateness  review  function; 
requirements  respecting  the 
coordination  with  health  systems 
agencies  and  statewide  health 
coordinating  councils  and  the 
administrative  steps  which  are 
necessary  for  the  effective  performance 
of  appropriateness  reviews. 


§123.603  Appropriateness  review  work 
program. 

(a)  Each  appropriateness  review  shall 
be  performed  oh  an  areawide  basis  and 
shall  result  in  a  finding  as  to  the 
appropriateness  of  the  service  being 
reviewed  as  it  is  delivered  in  the  State 
or  health  service  area.  The  State 
Agency,  may,  at  the  same  time,  make 
findings  as  to  the  appropriateness  of 
that  service  in  particular  institutions. 

(b)  Each  State  Agency  must,  within 
three  months  after  the  effective  date  of 
these  regulations,  develop  and  submit  to 
the  Secretary  a  work  program  for  the 
orderly  assumption  and/or  continued 
performance  of  appropriateness 
reviews.  This  work  program  will  be  used 
in  the  Secretary's  determination  of  the 
State  Agency’s  capability  of  assuming 
and  performing  the  appropriateness 
review  function  in  a  satisfactory  manner 
as  required  by  Sections  1521(b)(1)(B). 
(b)(2)(A),  and  (b)(4)  of  the  Act.  The  State 
Agency  must  submit  to  the  Secretary, 
with  the  work  program,  evidence  that 
prior  to  its  adoption,  the  public  was 
afforded  an  opportunity  to  comment  in 
writing  or  at  a  public  hearing.  It  shall 
also  submit  a  summary  of  the  comments 
received.  The  work  program  shall 
provide  for 

(1)  The  development  Of  the  review 
procedures  and  criteria  to  be  applied  by 
the  State  Agency  in  the  performance  of 
appropriateness  reviews,  in  consultation 
with  the  statewide  health  coordinating 
council  and  all  the  health  systems 
agencies  in  the  State,  and  the  State 
Agency(s)  and  statewide  health 
coordinating  council(s)  of  any 
contiguous  Statefs)  where  a  health 
service  area  is  shared  by  more  than  one 
State. 

(2)  The  establishment  of  the 
definitions  of  services  to  be  reviewed, 
priorities  among  services,  and  the 
schedule  for  reviews  of  such  services, 
after  consultation  with  the  statewide 
health  coordinating  council  and  all  the 
health  systems  agencies  in  the  State, 
and  the  State  Agency(s)  and  statewide 
health  coordinating  council(s)  of  any 
contiguous  States  where  a  health  service 
area  is  shared  by  both  States.  In 
establishment  of  these  definitions, 
priorities,  and  schedules,  the  State 
Agency  must  take  into  account  the 
statutory  time  limits  applicable  to 
appropriateness  reviews  by  health 
systems  agencies,  and  the  need  within 
the  State  for  priority  reviews  of  the 
services  for  which  National  Guidelines 
for  Health  Planning  have  been  issued. 

(3)  The  establishment  of  requirements 
for  submission  by  providers  of  data  to 
be  used  in  performance  of 
appropriateness  reviews  to  the  State 
Agency  and  to  the  health  systems 
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agencies,  after  consultation  with  the 
statewide  health  coordinating  council 
and  all  the  health  systems  agencies  in 
the  State,  and  the  State  Agency(s)  and 
statewide  health  coordinating  council(s) 
of  any  contiguous  States  where  a  health 
service  area  is  shared  by  more  than  one 
State.  At  a  minimum,  the  State  Agency 
shall  establish  such  data  requirements 
for  services  provided  by  hospitals  and 
nursing  homes  during  the  tirst  and 
second  years,  respectively,  of  its 
reviews  of  appropriateness.  Data 
requirements  shall  be  limited  to  data 
reasonably  needed  for  appropriateness 
reviews  and  the  State  Agencies  shall 
use  existing  data  sources  to  the 
maximum  extent  feasible. 

(4)  Plans  for  initiating  appropriateness 
reviews: 

(i)  No  later  than  6  months  after  the 
effective  date  of  these  regulations  if:  (A) 
The  State  Agency  is  fully  designated 
prior  to  the  date  of  publication  of  these 
regulations,  or  (B)  the  State  Agency  is 
conditionally  designated  and  the 
Secretary  has  determined  that  the  State 
Agency  is  capable  of  performing 
appropriateness  reviews  (see  42  CFR 
123.105)  prior  to  the  effective  date  of 
these  regulations;  or 

(ii)  In  the  case  of  a  State  Agency  not 
covered  by  paragraph  (b)(4](i)  of  this 
section,  no  later  than  6  months  after:  (A) 
The  date  of  full  designation,  or  (B)  the 
date  the  Secretary  determines  that  the 
State  Agency,  although  conditionally 
designated,  is  capable  of  performing 
appropriateness  reviews,  whichever  is 
earlier. 

(5)  Plans  for  completing  areawide 
reviews  of  all  existing  institutional 
health  services  within  5  years  of  the 
date  of  the  State  Agency’s  initial  full 
designation  and  during  each  succeeding 
5-year  period,  but  in  any  event  within  1 
year  of  receipt  of  an  appropriate  health 
system  agency  recommendation.  Review 
schedule  priorities  may  be  established, 
but  such  review  priority  setting  shall  not 
result  in  the  exclusion  from  review  of 
any  existing  institutional  health  service 
during  any  applicable  time  period. 

§  123.604  Adoption  and  public  notice  of 
review  procedures  and  criteria. 

The  provisions  of  42  CFR  123.406 
apply  to  the  adoption  and  public  notice 
of  review  procedures  and  criteria  under 
this  subpart. 

§  123.605  Procedures  for  State  Agency 
review. 

(a)  The  procedures  adopted  and  used 
by  a  Stale  Agency  for  conducting  the 
reviews  covered  by  this  subpart  shall 
include  at  least  the  following: 

(1)  Written  notification  to  affected 
persons  of  the  beginning  of  a  review. 


Written  notification  to  members  of  the 
public  may  be  provided  through 
newspapers  of  general  circulation  in  the 
area  and  public  information  channels: 
notifications  to  all  other  affected 
persons  shall  be  by  mail  (which  may  be 
part  of  a  newsletter).  “Affected  persons” 
include  at  a  minimum,  the  person(s) 
whose  service  is  being  reviewed,  the 
State  Agency  for  each  State  in  which  all 
or  any  part  of  the  agency’s  health 
service  area  is  located,  health  systems 
agencies  serving  contiguous  health 
service  areas,  health  care  facilities  and 
HMDs  located  in  the  health  service  area 
which  provide  institutional  health 
services,  any  agency  which  establishes 
rates  for  health  care  facilities  or  HMOs 
in  its  health  service  area,  and  those 
members  of  the  public  who  are  to  be 
served  by  the  service  subject  to  review. 

(2)  Schedules  for  review  which 
provide  that  no  areawide  review  shall, 
to  the  extent  practicable,  take  longer 
than  180  days  from  the  date  of 
notification  to  affected  persons  made  in 
accordance  with  paragraph  (a)(1)  of  this 
section  to  the  date  of  the  written 
hndings  made  in  accordance  with 
paragraph  (a)(4)  of  this  section. 

(3)  Provisions  for  persons  subject  to  a 
review  to  submit  to  the  State  Agency 
any  information  which  the  State  Agency 
may  require  in  accordance  with  its  work 
program  under  §  123.603(c)  concerning 
the  subject  of  the  review  in  the  form  and 
manner  and  containing  the  information 
which  the  State  Agency  shall  prescribe 
and  publish.  These  information 
requirements  may  vary  according  to  the 
purpose  for  which  the  particular  review 
is  being  conducted  or  the  type  of  health 
service  being  reviewed:  however,  the 
State  Agency  may  require  no 
information  of  a  person  subject  to 
review  which  is  not  prescribed  and 
published  as  being  required  in 
accordance  with  §  123.604 

(4)  Provision  for  written  findings 
which  state  the  basis  for  any  findings 
made  by  the  State  Agency. 

(5)  Notification  of  providers  of  health 
services  and  other  persons  subject  to  the 
State  Agency  review  of  the  status  of  the 
State  Agency’s  review  of  the 
.institutional  health  services,  findings 
made  in  the  course  of  the  review,  and 
other  appropriate  information  respecting 
the  review. 

(6)  Provision  for  (i)  public  hearings  in 
the  course  of  the  State  Agency  review  if 
requested  by  persons  affected  by  the 
review;  and  for  (ii)  public  hearings,  for 
good  cause  shown,  respecting  the  State 
Agency  finding. 

(7)  Preparation  and  publication  of 
regular  reports  by  the  Stale  Agency  of 
the  reviews  being  conducted  (including 
a  statement  concerning  the  status  of 


each  review),  and  of  the  reviews 
completed  by  the  State  Agency 
(including  a  general  statement  of  the 
findings  made  in  the  course  of  these 
reviews)  since  the  publication  of  the  last 
report. 

(8)  Access  by  the  general  public  to  all 
written  materials  pertinent  to  any  State 
Agency  review. 

(9)  Provision  that  if  the  State  Agency 
makes  a  finding  regarding  the 
appropriateness  of  an  existing 
institutional  health  service  which  is 
inconsistent  with  a  recommendation 
made  with  respect  thereto  by  the  health 
systems  agency  making  such 
recommendation  pursuant  to  42  CFR 
122.508:  (i)  the  finding  (and  the  record 
upon  which  it  was  made)  shall,  upon 
request  of  the  health  systems  agency,  be 
reviewed,  under  an  appeals  mechanism 
consistent  with  State  law  governing  the 
practices  and  procedures  of 
administrative  agencies,  by  an  agency  of 
the  State  (other  than  the  State  health 
planning  and  development  agency) 
designated  by  the  Governor,  and  (ii)  the 
finding  of  the  reviewing  agency  shall  be 
considered  the  final  finding  of  the  State 
Agency. 

(10)  Provision  that  a  decision  of  the 
State  Agency  resulting  in  an  institution- 
specific  finding  of  inappropriateness 
shall,  upon  request  of  the  person(s) 
providing  that  service,  be  reviewed, 
under  an  appeals  mechanism  consistent 
with  State  law  governing  the  practices 
and  procedures  of  administrative 
agencies,  by  an  agency  of  the  State 
(other  than  the  State  Agency) 
designated  by  the  Governor.  The 
decision  of  the  reviewing  agency  shall 
be  considered  the  final  decision  of  the 
State  Agency. 

(11)  Provision  that  if  a  State  Agency 
(or  a  reviewing  agency,  under  paragraph 
(a)(9)  of  this  section)  makes  a  finding 
regarding  an  existing  institutional  health 
service  which  the  State  Agency 
determines  is  not  consistent  with  the 
goals  of  the  applicable  health  systems 
plan  (established  under  Section 
1513(b)(2)  of  the  Act)  or  the  priorities  of 
the  applicable  annual  implementation 
plan  (established  under  Section 
1513(b)(3)  of  the  Act,  the  State  Agency 
(or  the  reviewing  agency,  as 
appropriate)  shall  submit  to  the 
appropriate  health  systems  agency  a 
detailed  statement  of  the  reasons  for  the 
inconsistency. 

(b)  Procedures  adopted  for  reviews  in 
accordance  with  paragraph  (a)  of  this 
section  may  vary  according  to  the  type 
of  health  service  being  reviewed. 

(c)  The  procedures  adopted  for 
reviews  may  provide  that  the 
requirements  of  paragraph  (a)(3)  of  this 
section  shall  be  deemed  satisfied  for 
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any  health  service  area  within  the  State 
if  the  health  systems  agency  has 
provided  for  a  corresponding  procedure. 

§  123.606  Exceptions  to  use  of 
procedures. 

A  State  Agency  may^  with  respect  to 
any  type  or  group  of  reviews,  request 
from  the  Secretary  an  exception  to  the 
requirement  that  it  use  review 
procedures  which  meet  the  requirements 
of  §  123.605.  The  requirements  of  42  CFR 
123.408  apply  to  such  a  request  for  an 
exception. 

§  123.607  Criteria  for  State  Agency 
review. 

(а)  The  State  Agency  shall  adopt,  and 
use  as  appropriate,  specific  criteria  for 
conducting  the  reviews  covered  by  this 
subpart.  These  criteria  shall  relate  to 
availability,  accessibility,  acceptability, 
continuity,  cost,  and  quality  and  shall 
include  at  least  the  general 
considerations  listed  below,  but  in  the 
case  of  areawide  reviews  which  result 
in  institution-specific  findings  of 
services  provided  by  or  through  HMOs, 
the  considerations  shall  be  limited  to 
those  set  forth  in  paragraph  (a)(8)  of  this 
section. 

(1)  The  relationship  of  the  health 
services  being  reviewed  to  the 
applicable  health  systems  plans,  annual 
implementation  plans,  and  State  health 
plan. 

(2)  The  relationship  of  the  services 
reviewed  to  the  long-range  development 
plan  (if  any)  of  the  person  providing  the 
services. 

(3)  The  need  that  the  population 
served  has  for  the  services,  and  the 
extent  to  which  low  income  persons, 
racial  and  ethnic  minorities,  women, 
handicapped  persons,  and  other 
underserved  groups  have  access  to 
those  services. 

(4)  The  availability  of  less  costly  or 
more  effective  alternative  methods  of 
providing  the  services. 

(5)  The  relationship  of  the  services 
reviewed  to  the  existing  health  care 
system  of  the  area  in  which  the  services 
are  provided. 

(б)  The  availability  of  resources 
(including  health  manpower, 
management  personnel,  and  funds  for 
capital  and  operating  needs)  for  the 
provision  of  the  services  reviewed  and 
the  availability  of  alternative  uses  of 
these  resources  for  the  provision  of 
other  health  services. 

(7)  The  special  needs  and 
circumstances  of  those  entities  which 
provide  a  substantial  portion  of  their 
services  or  resources  or  both,  to 
individuals  not  residing  in  the  health 
service  areas  in  which  the  entities  are 
located  or  in  adjacent  health  services 


areas.  These  entities  may  include 
medical  and  other  health  professions 
schools,  multidisciplinary  clinics,  and 
specialty  centers. 

(8)  The  special  needs  and 
circumstances  of  HMOs.  In  the  case  of 
areawide  reviews  which  result  in 
institution-specific  findings  regarding 
services  provided  by  or  through  an 
HMO,  the  needs  and  circumstances 
shall  be  limited  to: 

(i)  The  needs  of  enrolled  members  and 
reasonably  anticipated  new  members  of 
the  HMO  for  the  existing  institutional 
health  services  provided  by  the 
organization. 

(ii)  Whether  the  services  could  be 
obtained  from  non-HMO,  or  other  HMO, 
providers  in  a  reasonable  and  cost- 
effective  manner  which  is  consistent 
with  the  basic  method  of  operation  of 
the  HMO. 

(iii)  Any  other  factors  which  the  State 
Agency  may  propose  and  the  Secretary 
may,  in  accordance  with  paragraph  (c) 
of  this  section,  find  to  be  consistent  with 
the  purpose  of  Title  XIll  of  the  Act. 

(9)  The  special  needs  and 
circumstances  of  biomedical  and 
behavorial  research  projects  which  are 
designed  to  meet  a  national  need  and 
for  which  local  conditions  offer  special 
advantages. 

(10)  The  contribution  of  the  existing 
institutional  health  services  in  meeting 
the  health  related  needs  of  members  of 
medically  underserv'ed  groups  and 
groups  which  have  traditionally 
experienced  difficulties  in  obtaining 
equal  access  to  health  services  (for 
example,  low  income  persons,  racial  and 
ethnic  minorities,  women,  and 
handicapped  persons)  particularly  those 
needs  identified  in  the  applicable  health 
systems  plan  and  annual 
implementation  plan  as  deserving  of 
priority. 

(11)  The  special  circumstances  of 
health  service  institutions  with  respect 
to  the  need  for  conserving  energy. 

(12)  In  accordance  with  Section 
1502(b)  of  the  Act,  the  effect  of 
competition  on  the  supply  of  the  health 
services  being  reviewed. 

(13)  Improvements  or  innovations  in 
the  financing  and  delivery  of  health 
services  which  foster  competition,  in 
accordance  with  Section  1502(b)  of  the 
Act,  and  serve  to  promote  quality 
assurance  and  cost  effectiveness. 

(14)  The  quality  of  care  provided  by 
the  services  or  facilities  in  the  past. 

(b)  Criteria  adopted  for  reviews  in 
accordance  with  paragraph  (a)  of  this 
section  may  vary  according  to  the  type 
of  health  service  being  reviewed  and  the 
purpose  of  the  review.  Furthermore,  the 
criteria  used  in  the  review  of  a 
particular  service  need  not  address  all 


six  of  the  characteristics  of 
appropriateness  (availability, 
accessibility,  acceptability,  continuity, 
cost,  and  quality).  Should  an  agency  fail 
to  use  criteria  addressing  all  six  of  the 
characteristics  of  appropriateness  in  a 
review,  it  must  explain  this  in  the 
finding. 

(c)  Where  a  State  Agency  proposes 
under  paragraph  (a)(8)(iii)  of  this  section 
that  it  be  permitted  to  base  areawide 
reviews  resulting  in  institution-specific 
findings  of  services  provided  by  or 
through  HMOs  on  criteria  which 
consider  factors  not  set  forth  in 
paragraph  (a)(8)  of  this  section,  it  shall 
do  so  in  a  written  request  to  the 
Secretary,  specifying  the  reasons  for  the 
proposal.  The  Secretary  will  approve  the 
request  if  he  finds  the  additional  factors 
to  be  consistent  with  the  purpose  of 
Title  XIII  of  the  Act.  Unless  the 
Secretary  has  approved  the  additional 
factors,  the  State  Agency  shall  base  its 
review  solely  on  the  factors  set  forth  in 
paragraph  (a)(8)  of  this  section. 

§  123.608  Required  findings. 

(a)  A  State  Agency  shall,  in 
accordance  with  the  requirements  of 
this  subpart,  make  public  its  findings 
with  respect  to  the  appropriateness  of 
existing  institutional  health  services. 

(b)  A  State  Agency  may  not  make  a 
finding  that  an  existing  institutional 
health  service  is  inappropriate  unless  it 
has  stated  in  writing  that  the  service  has 
not  met  one  or  more  of  the  established 
criteria  of  the  State  Agency  and  the 
ways  in  which  the  service  failed  to  meet 
the  criteria,  including  any  that  are 
beyond  the  control  of  the  person(s) 
providing  that  service. 

(c)  A  State  Agency,  in  conducting  an 
areawide  review  resulting  in  institution- 
specific  findings,  may  not  make  a 
finding  that  an  existing  institutional 
health  service  provided  by  or  through  an 
HMO  is  inappropriate  solely  because 
there  is  an  HMO  of  the  same  type,  as 
specified  in  section  1310(b)  of  the  Act,  in 
the  same  health  service  area,  or  solely 
because  the  services  being  reviewed  are 
not  discussed  in  the  applicable  health 
systems  plan,  annual  implementation 
plan,  or  State  health  plan. 

(d)  Where  a  State  Agency  has  made  a 
finding  that  a  service  is  inappropriate, 
the  State  Agency  shall,  to  the  extent 
practicable,  at  the  same  time,  make 
recommendations  for  remedial  action. 
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